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Presidential Documents

Title 3—

The President

{FR Doc. 03-4591
Filed 2-23-93; 5:01 pm)
Billing code 3195-01-M

Proclamation 6530 of February 23, 1993

- American Wine Appréciation Week, 1993

By the President of the United States of America

A Proclamation

The wine industry in this Nation has a heritage dating back to our Founding
Fathers. Today it continues as a proud tradition, nurtured by thousands
of family-owned farms, in every region of our country. From generation
to generation, grape growers have helped sustain and preserve our agricultural
resources, keeping 850,000 acres of American land as open space for active
agricultural production.

More than 8,000 grape and other fruit growers work together with more
than 1,300 wineries to produce 85-percent of all wine consumed in the
United States. This $8 billion industry strengthens the American economy
by supporting more than 200,000 jobs and contributing $1 billion a year -
in government taxes and fees.

. The history of wine grape growing in the world spans more than 7,000

years. In our own history, wine has continually played an important role
in a wide variety of American cultural, religious, and familial traditions.
Vineyards and wineries across the Nation are scenic tourist attractions,
drawing millions of foreign and American visitors each year.

In gratitude to those who contribute to the high quality of agricultural
products produced in the United States, and in recognition of the role
of agriculture in our daily life and our life as a Nation, the Congress, .
by Public Law 102—468, has designated the week of February 21-27, 1993,
as “American Wine Appreciation Week” and has authorized and requested
the President to issue a proclamation in observance of this event.

NOW, THEREFORE, I, WILLIAM J. CLINTON, President of the United States
of America, do hereby proclaim the week of February 21-27, 1993, as -
“American Wine Appreciation Week.” I call upon the people of the United
States to observe this week with appropriate ceremonies and activities.

- IN WITNESS WHEREQF, 1 have hereunto set my hand this twenty-third

day of February, in the year of our Lord nineteen hundred and ninety-
three, and of the Independence of the United States of America the two
hundred and seventeenth.
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This section of the FEDERAL REGISTER
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REGISTER issue of each week.

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

7 CFR Part 319

[Cocket No. 92-126-2}
Honeydew Melons Fram Brazit

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Final rule.

SUMMARY: This rels amends the fruits
and vegetables regulations to allow the
importation of haneydew melons from
an area of Brazil that fs considered to be
free of the South Americanr cucurbit fly,
subject to certain conditions. This
actiom is werranted because there
appears to be no signifieant pest risk
associated with the importation of
honeydew melons under these
conditions. This actiorn releves
restrictions o the importation of
honeydew melons from Brazil without
presenting a significant risk of
introducing injuricus insects into the
United States.

EFFECTWE DATE: February 25, 1983,

FOR FURTHER INFORMATION: CONTACT: Mr.
Frank E. Cooper, Senior Staff Officer,
Port Operations, PPQ, APHIS, USDA,
roony 635, Federal Building, 6505
Belcrest Road, Hyattsville, MD. 20782,
{301) 436-8646.

SUPPLEMENTARY INFORMATION:
Background
There, in 2 CFR 319.56

through 319.56~8 refarred ta below as
“the regulations’’) prohikdt ar restsict
the importatian of frults and vegetables
into the United States fram: certain pasts:
of the wazkd to prevent the introduction
and disseminatian of imfurious insects
that aze mew to or nat widely distribated
within the United States.

Prior te the effective date of this finak
rule, the regulations in § 31956 did rot
provide for the importation of
heneydew melens from Brazil. The
South American cucurbit fly
{Anastrepha grandis) is the on
injurieus insect known to attacz
honeydew melons in Brazil that is not
readily detectable by inspection. This
pest is considered a potentially
destructive pest by the Animal end
Plant Health Inspection Service (APHIS)
and is not present in the United States.

The Mintstry of Agrievhture of Brazil
(Departamyento de Defense Senitaria
Vegetal) (DDV) requested that we
consider ellawing the importation of
lioneydew melons fom Brazil. In a
document published in the Fedexal
Register on November 30, 1992 (57 FR
56527--56529, Docket No. 92~126~1}, we
proposed te amend the regunlations.to
allow heneydew malons. from Brazil to
be impered into the Usited States
under certain conditions ta prevent the
introduction into the United States of
the South Americams cucurbit fly and
any other insect pests that may be
carried by the honeydew malons.

Comments on the proposed rula were
required to.be received on or before
December 15, 1992. We received no
comments. Therefose, based on the -

"rationale set forth io: the s‘ﬂgrtxpo:nsa.l we

are adopling tha proposal as a final rule

withouwt change
Effective Date .

This is a substantive rule that relieves
restrictions, and, pursuant to the
provisions of 5. tLS.C. 553, may be made
effective lass than 30 daysafter - -
publication in the Federal Register.
Immediete implementation of this rule
is necessary 1o provide relief to those
persons wha are adversely affected by
restrictians we na longes find
warranied. Therefase, the Administrater
of APHIS has determinad that this rule
should e effective upon publication in
the Federal Register.

Executive Order 12293 and Regulatory
Flexibility Act

This rule has been revxewed in
conformance with Executive Order
1229!1 ané has been determined not to
be a “major rule.” Based on information
compiled by the Depariment, it has beem
determined that this rule will have an
effect on the economy of less thar $160
millhan; will not cause o major increase
in costs or prices for consumers, .

individual industries, Federal, State, or
local government agencies, or
geographic regions; and will not cause
a significant adverse effect on
competition, employment, investment,
productivity, innovation, or on the
ability of United States-based
enterprises ta compete with foreign-
based emterprises in: domestic or expert
markets..

This rule provides for the imyportation
inte the United States of honeydew
melons frony the area of Brazil that is
considered to be free of the South
American :ycnrhit fiy (Amestrepha
grandis). -

In 1990, total ULS. production of

honeydew melons was estimated at

452,000,000 pounds. Over 95 percent of
U.S. honeydew melons axe grown in.
Arizona, California, and Texas. APHIS
experts estimate that imports of

. honeydew melans from Brazil will only

amount to about one pereent of the totaf
honeydew melon production in the
United States. Even if this estimate is
doubled, Brazilian imperts will
comprise at mest twa percent of
domestic production..

Consequently, the effect of this rule

- -on U.S. producers of heneydew melons

will be very small because the extra.
imports will cause hardly an
fluctuation i haneydew mel
Although the exact number of
honeydew melan geawers who are small

prices.

" entities is not knowm, the majority of the
. growers do not fall under the definition

of a small business {sales of less than
$500,000annuglly). Mast of the growers
produce othar melans as well, such as
cantaloupe and watermelon, and some
have farms in all three States of Arizons,
California, and Texas. Growers who
constitute small entities usually
produce haneydew melons for
alternative markets, such as roadside
mazkets, which should not be affected at
all by Braziliar imports.

The season for honeydew melon
production in the United States suns
from May to November, with only a

.. small amaunt of melons betng

pown
and shipped in November. The growing/

" shipping seasomn for heneydew melons

in Brazil is November 15 through

. February 15. Haneydew melons cannat

be stored for an extended length of time.
Consequently, the honeydew melons
from Brazil will not compete

. significently with U.S. melons becauvse

the growing/shipping seasons do rat
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overlap. Substitute domestic fruits
whose markets might be affected by the
importation of honeydew melons from
Brazil would likely be other domestic
melons, such as cantaloupe and
watermelon. However, domestic
cantaloupe and watermelon have the
same growing/shipping season as
domestic honeydew melons. Hence,
their seasons also do not overlap with
the season for honeydew melons from
Brazil.

Therefore, it can be determined that
allowing honeydew melons to be
imported from Brazil will have no
significant impact on U.S. producers,
large or small. This is the case because
the estimated amount of imports is very
small in comparison to domestic
production and also will be shipped
after the U.S. growing season has come
to an end.

Under these circumstances, the
Administrator of the Animal and Plant
Health Inspection Service has
determined that this action will not
have a significant economic impact on
a substantial number of small entities.

Executive Order 12778

This final rule allows honeydew
melons to be imported into the United
States from Brazil. State and local laws
and regulations regarding honeydew
melons imported under this rule will be
preempted while the fruit is in foreign
commerce, Fresh honeydew melons are
generally imported for immediate
distribution and sale to the consuming
public, and will remain in foreign
commerce until sold to the ultimate
consumer. The question of when foreign
commerce ceases in other cases will be
addressed on a case-by-case basis. No
retroactive effect will be given to this
rule; and this rule will not require
administrative proceedmgs before
parties may file suit in court.

Paperwork Reduction Act

In accordance with the Paperwork
Reduction Act of 1980 (44 U.S.C. 3501
et seq.), the information collection or
recordkeeping requirements included in
this final rule will be submitted for
approval to the Office of Management
and Budget.

List of Subjects in 7 CFR Part 319

Bees, Coffee, Cotton, Fruits, Honey,
Imports, Incorporation by reference,
Nursery stock, Plant diseases and pests,
Quarantine, Reporting and
recordkeeping requirements, Rice.
Vegetables.

Accordingly, the regulations in 7 CFR
part 319 are amended to read as follows:

PART 319—FOREIGN QUARANTINE
NOTICES

1. The authority citation for part 319
continues to read as follows:
Authority: 7 U.S.C. 150dd, 150es, 150ff,

151-167; 21 U.S.C. 136a; 7 CFR 2.17, 2.51,
and 371.2(c), unless otherwise noted.

2. In subpart—Fruits and Vegetables,
to part 319, a new § 319.56—2aa is added
to read as follows:

§319.56~2aa Administrative instructions
governing the entry of honeydew melons
from Brazil.

Honeydew melons may be imported
into the United States from Brazil only
under permit, and only in accordance
with this section and all other
applicable requirements of this subpart:

(a) Area considered free of the South
American cucurbit fly. The honeydew
melons must have been grown in the
area of Brazil considered by the Animal
and Plant Health Inspection Service to
be free of the South American cucurbit
fly, (Anastrepha grandis), in accordance
with § 319.56-2(e)(4) of this subpart. In
addition, all shipments of honeydew
melons must be accompanied by a
phytosanitary certificate issued by the
Departamento de Defenso Sanitaria
Vegetal (the Ministry of Agriculture of
Brazil) that includes a declaration
indicating that the melons were grown
in this area. The following area is
considered free of the South American
cucurbit fly: that portion of Brazil
bounded on the north by the Atlantic
Ocean; on the east by the River Assu
(Acu) from the Atlantic Ocean to the
city of Assu; on the south by Highway
BR 304 from the city of Assu (Acu) to
Mossoro, and by Farm Road RN-(15
from Mossoro to the Ceara state line;
and on the west by the Ceara state line
to the Atlantic Ocean.

{b) Shipping requirements. The
honeydew melons must be packed in an
enclosed container or vehicle or under
tarpaulin cover while in transit from the
area of Brazil considered free of the
South American cucurbit fly to the
United States, to prevent exposure of
the fruit to insect pests.

" (c) Labelling. All shipments of
honeydew melons must be labelled in
accordance with § 319.56-2(g) of this
subpart.

Done in Washington, DC, this 19th day of
February 1993.

Kenneth C. Clayton,

Acting Assistant Secretary, Marketing and
Inspection Services.

[FR Doc. 93—4347 Filed 2-24-93; 8:45 am]
BILLING CODE M410-34-M

9CFR Part 78
[Docket 92-184-1)
Validated Bruceliosis-Free States

AGENCY: Animal and Plant Health
Inspection Service, USDA.
ACTION: Interim rule.

SUMMARY: We are amending the
brucellosis regulations concerning the
interstate movement of swine by adding
Mississippi and Missouri to the list of
validated brucellosis-free States. We
have determined that they meset the
criteria for classification as validated
brucellosis-free States. This action
relieves certain restrictions on moving
breeding swine from Mississippi and
Missouri:

DATES: Interim rule effective on
February 25, 1993. Consideration will
be given only to comments received on
or before April 26, 1993.

ADDRESSES: Please send an original and
three copies of your comments to Chief,
Regulatory Analysis and Development,
PPD, APHIS, USDA, room 804, Federal
Building, 6505 Belcrest Road,
Hyattsville, MD 20782. Please state that
your comments refer to Docket No. 92—
184~1. Comments received may be
inspected at USDA, room 1141, South
Building, 14th Street and Independence
Avenue SW., Washington, DC, between
8 a.m. and 4:30 p.m., Monday through
Friday, except holidays.

FOR FURTHER INFORMATION CONTACT:

- Dr. Delorias M. Lenard, Senior Staff

Veterinarian, Swine Health Staff, VS,
APHIS, USDA, room 736, Federal
Building, 6505 Belcrest Road,
Hyattsville, MD 20782, (301) 436~7767.

SUPPLEMENTARY INFORMATION:
Background

Brucellosis is a contagious disease
affecting animals and man, caused by
bacteria of the genus Brucella. The
brucellosis regulations contained in 9
CFR part 78 (referred to below as the
regulations) prescribe conditions for the
interstate movement of cattle, bison and
swine.,

Under the swine brucellosis
regulations, States, herds, and
individual animals are classified
according to their brucellosis status.
Interstate movement requirements for
swine are based upon the disease status
of the herd or the State from which the
animal originates.

We are amending § 78. 43 of the
regulations, which lists validated
brucellosis-free States, to include
Mississippi and Missouri. Validated
brucellosis-free status is based ona
State having: '
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(1) The necessary authorities for
classification as a validated brucellosis-
free State for swine;

(2) No known focus of swine
brucellosis at the time of validation and
completion of one of several methods of
surveillance; or no diagnosed case of
swine brucellosis in the 12°month
period preceding the classification, and
a statistical analysis of the combined
results of certain tests that indicate the
testing is equivalent to either complete
herd testing or slaughter surveillance
during a 1- or 2-year period, as chosen
by the State; and

(3) Certification by the appropriate
State animal health official, the
Veterinarian in Charge and the
Administrator.

After reviewing the brucellosis
program records of Mississippi and
Missouri, we have concluded that these
States meet the criteria for classification
as validated brucellosis-free States.
Therefore, we are adding Mississippi
and Missouri to the list of States in
§ 78.43. This action relieves certain
restrictions on moving breeding swine
interstate from Mississippi and

- Missouri.

Immediate Action

The Administrator of the Animal and
Plant Health Inspection Service has
determined that there is good cause to
publish this rule without prior
opportunity for public comment.
Immediate action is warranted to
remove unnecessary restrictions on the
interstate movement of breeding swine
from Mississippi and Missouri.

Since prior notice and other public
procedures with respect to this interim
rule are impracticable and contrary to
the public interest under these
conditions, there is good cause under 5
U.S.C. 553 to make it effective upon
publication. We will consider comments
received within 60 days of publication
of this interim rule in the Federal
Register. After the comment period
closes, we will publish another
document in the Federal Register
including a discussion of any comments
we receive and any amendments we are
making to the rule as a result of the
comments.

Executive Order 12291 and Regulatory
Flexibility Act

We are issuing this rule in
conformance with Executive Order
12291, and we have determined that it
is not a ““major rule.” Based on
information compiled by the
Department, we have determined that
this rule will have an effect on the
- economy of less than $100 million; will
not cause a major increase in costs or

prices for consumers, individual
industries, Federal, State or local
government agencies, or geographic
regions; and will not cause a significant
adverse effect on competition,
employment, investment, productivity,-
innovation, or on the ability of United
States-based enterprises to compete
with foreign-based enterprises in
domestic or export markets.

For this action, the Office of
Management and Budget has waived the
review process required by Executive
Order 12291.

This action will affect herd owners in
Mississippi and Missouri by allowing
breeding swine to be moved interstate
without being tested for brucellosis.
Approximately 20,900 swine are tested
annually for brucellosis in Mississippi
and Missouri, at an average cost to the
seller of $5.00 per test, in order to be
eligible for interstate movement. Using

. these numbers, we estimate that

removing the testing requirement would
result in a potential annual savings of
$104,500 for swine herd owners in
Mississippi and Missouri. Of the .
approximately 3,000 swine herd owners
nationwide who regularly ship breeding
swine interstate, approximately 50
regularly ship breeding swine interstate
from Mississippi and 1,000 from
Missouri. All of these herd owners
would be considered small entities.
Under these circumstances, the
Administrator of the Animal and Plant
Health Inspection Service has
determined that this action will not
have a significant economic impact on
a substantial number of small entities.

Executive Order 12372

This program/activity is listed in the
Catalog of Federal Domestic Assistance
under No. 10.025 and is subject to
Executive Order 12372, which requires '
intergovernmental consultation with
State and local officials. (See 7 CFR part
3015, subpart V.)

Executive Order 12778

This rule has been reviewed under
Executive Order 12778, Civil Justice
Reform. This rule: (1) Preempts all State
and local laws and regulations that are
in conflict with this rule; (2) has no
retroactive effect; and (3) does not
require administrative proceedings
before parties may file suit in court
challenging this rule.

Paperwork Reduction Act

This rule contains no new
information collection or recordkeeping
requirements under the Paperwork
Reduction Act of 1980 (44 U.S.C. 3501
et seq.). _ ‘ '

i

List of Subjects in 9 CFR Part 78

Animal diseases, Bison, Cattle, Hogs,
Quarantine, Reporting and
recordkeeping requirements,
Transportation.

Accordingly, 9 CFR part 78 is
amended as follows:

PART 78—BRUCELLOSIS

1. The authority citation for part 78
continues to read as follows:
Authority: 21 U.S.C. 111-114a-1, 114g,

115, 117, 120, 121, 123-126, 134b, 134f; 7
CFR 2.17, 2,51, and 371.2(d).

§78.43 [Amended]

2. Section 78.43 is amended by
adding “Mississippi, Missouri,”
immediately after “Minnesota,”.

Done in Washington, DC, this 19th day of
February, 1993.

Kenneth C, Clayton,

Acting Assistant Secretary, Marketing and
Inspection Services.

[FR Doc. 93-4349 Filed 2-24-93; 8:45 am)
BILLING CODE 3410-24-M

9 CFR Part 94
{Docket No. 92-147-2)

Change In Disease Status of Spain
Because of Rinderpest, Foot-and-
Mouth Disease, Hog Cholera, and
Swine Vesicular Disease

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Final rule.

SUMMARY: We are declaring Spain free of
rinderpest, foot-and-mouth disease
(FMD), hog cholera, and swine vesicular
disease (SVD). Rinderpest and SVD have
never been reported in Spain, and the
last outbreaks of FMD and hog cholera
took place, respectively, in 1986 and
1985. These changes in the animal
disease status of Spain relieve certain
prohibitions and restrictions on the
importation into the United States of
ruminants and swine and animal
products of ruminants and swine from
Spain. Restrictions on dairy products

_are being lifted.

Because Spain accepts ruminant and
swine meat and meat products from
countries where FMD, hog cholera, and
SVD exist, however, the importation
from Spain of ruminant and swine meat
and meat products continues to be
subject to certain restrictions because of
these diseases, Also, because African
swine fever continues to exist in Spain,
certain pork and pork products continue
to be prohibited,

EFFECTIVE DATE: March 29, 1893,
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FOR FURTHER INFORMATION CONTACT:

. Dr. Harvey A. Kryder, Chief Staff
Veterinarian, Import-Export Products
Staff, VS, APHIS, USDA, room 756-A,
Federal Building, 6505 Belcrest Road,
Hyattsville, MD 20782, (301) 436-7885.

SUPPLEMENTARY INFORMATION:
Background

The regulations in 9 CFR part 94
{referred to below as the regulations)
govern the importation into the United
States of specifisd animals and animal
products in order to prevent the
introduction of various diseases,
including rinderpest, foot-and-mouth
disease (FMD), African swine fever, hog
cholera, and swine vesicular disease
(SVD). These are dangerous and
destructive communicable diseases of
ruminants and swine.

On October 19, 1992, we published a
document in the Federal Register (57
FR 47578-47580, Docket No. 92-147-1}
in which we proposed to revise the
regulations by declaring Spain free of
rinderpest, FMD, hog cholera, and SVD.
Accordingly, we proposed to add Spain
to the list of countries in §§ 94.1(a)(2),
94.9(a), 94.10(a), and 94.12(a) of the
regulations that have been declared free
of rinderpest, FMD, hog cholera, and
SVD. We proposed these changes in the
animal disease status of Spain at the
request of the Government of Spain,
after determining that rinderpest and
SVD have never been reported in Spain,
and that the last Spanish outbresks of
FMD and hog cholera occurred,
respectively, in 1986 and 1985.

At the same time, we proposed adding
Spain to the list of countries in §§94.11
and 94.13 that, although free of
rinderpest and FMD, in the first case,
and free of SVD in the second, are,
under certain circumstances, subject to
special restrictions on the importation
into the United States of their meat and
meat products,

We solicited comments on the
proposed rule, to be received on or
before December 18, 1992, We received
1 comment, from a professional
association, before the comment period
closed.

The commenter opposed the proposed
changes, claiming that Spain’s failure to
eradicate African swine fever and
African horse sickness reflects
unfavorably on Spain’s ability to contrel
animal diseases. The commenter
expressed concern that, despite the
regulations, ruminant and swine meat
and meat products from Spain might be
commingled with meat and meat -
products from countries where FMD,
hog cholera, and SVD exist. Despite the
special restrictions to which meat and

meat products imported into the United
States from Spain would be subject, the
commenter feared a disease risk.

APHIS has determined that the
surveillance measures of the animal
health officials of the Government of
Spain are sufficient to ensure
compliance with all provisions of the
regulations. We believe the regulatory
safeguards discussed in the proposed
rule are sufficient to prevent meat and
meat products from Spain from
introducing FMD, hog cholera, or SVD
into the United States, and are adopting
the provisions of the proposed rule as a
final rule based on the rationale set forth
in the proposed rule and in this
document.

Executive Order 12291 and Regulatory
Flexibility Act

Woe are issuing this rule in
conformance with Executive Order
12291, and we have determined that it
is not a *“major rule.” Based on
information compiled by the
Department, we have determined that
this rule will have an effect on the
economy of less than $100 million; will
not cause a major increase in costs or
prices for consumers, individual
industries, Federal, State, or local
government agencies, or geographic
regions; and will not cause a significant
adverse effect on competition,
employment, investment, productivity,
innovation, or on the ability of United
States-based enterprises to compets
with foreign-based enterprises in
domestic or export markets.

This rule eliminates certain
requirements concerning the
importation of ruminants and swine,
ruminant meat and dairy products, and
port and pork products from Spain into
the United States. However, other
requirements continue to restrict the
importation of live swine and the meat
and meat products of ruminants and
swine,

Even without considering the export-
constraining effects of the restrictions
that remain in effect, it is unlikely that
the changes in Spain’s disease status
will noticeably affect U.S. markets for
ruminants, swine, meat or dairy
products. In 1989, the total value of
meat and meat products {excluding
poultry) from Spain to the United States
was only $11,000. Dairy exports from
Spain to the United States were worth
$1,052,000. These amounts-represented
only 0.0004 percent and 0.1 percent,
respectively, of total U.S. imports for
these commodity categories.

Before Spain's potential exports to the
United States of meat, meat products,
and dairy products would reach
significant magnitude, an excess

domestic supply of these commodities
in Spain would be expected. Spain is a
net importer worldwide of these
commodities, however, receiving from
other countries approximately three
times as much as it exports. As Spain’s
per capita income rises, domestic
supplies of meat, meat products, and
dairy products can be expected to be
consumed domestically, further limiting
potential exports.

Given Spain’s negative trade balance
for meat, meat products, and dairy
products and the relative insignificance
of its exports of these commodities, the
economic impact of the regulatory
changes will have an insignificant effect
on U.S. businesses, including small
entities. Importers of dairy products

" might marginally benefit from the

changes.

Under these circumstances, the
Administrator of the Animal and Plant
Health Inspection Service has
determined that this action will not
have a significant economic impact on
a substantial number of small entities.

Executive Order 12778

This rule has been reviewed under
Executive Order 12778, Civil Justice
Reform. This rule: (1) Preempts all State
and local laws and regulations that are
inconsistent with this rule; (2) has no
retroactive effect; and (3) does not
require administrative proceedings
before parties may file suit in court
challenging this rule.

Paperwork Reduction Act

In accordance with the Paperwork
Reduction Act of 1980 (44 U.S.C. 3501
et seq.), the information collection or
recordkeeping requirements included in
this rule have been approved by the
Office of Management and Budget
(OMB], and there are no new
requirements. The assigned OMB
control number is 0579-0015.

List of Subjects in 9 CFR Part 94

Animal diseases, Imports, Livestack,
Meat and meat products, Milk, Poultry
and poultry products, Reporting and
recordkeeping requirements.

‘Accordingly, 8 CFR part 94 is
amended as follows: :

PART 94—RINDERPEST, FOOT-AND-
MOUTH DISEASE, FOWL PEST (FOWL
PLAGUE), VELOGENIC
VISCEROTROPIC NEWCASTLE
DISEASE, AFRICAN SWINE FEVER,
HOG CHOLERA, AND BOVINE
SPONGIFORM ENCEPHALOPATHY:
PROHIBITED AND RESTRICTED
IMPORTATIONS

1. The authority citation for part 94
continues to read as follows:
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Authority: 7 U.S.C. 147a, 150es, 161, 162,
450; 19 U.S.C. 1306; 21 U.S.C. 111, 1144,
134a, 134b, 134c, and 134f; 31 U.S.C. 9701;
42 U.S.C. 4331, 4332; 7 CFR 2.17, 2.51, and
371.2(d).

§94.1 [Amended]

2. In § 94.1, paragraph (a)(2) is
amended by adding “Spain,”
immediately after “Papua New
Guinea,”.

§94.9 [Amended]

3.In §94.9, paragraph (a) is amended
by adding *Spain,” immediately after
“Republic of Ireland,".

§94.10 [Amended]

4. In § 94.10, paragraph (a) is
amended by adding “Spain,”
immediately after “the Republic of
Ireland,".

§94.11 [Amended]

5. In § 94.11, paragraph (a) i is
amended by adding *‘Spain,”
immediately after “‘Papua New
Guinea,”.

§94.12 [Amended)

6. In § 94.12, paragraph (a) is
amended by adding *Spain,”
immediately after “Rumania,”.

. §94.13 [Amended)

7.1n §94.13, the first sentence of the
introductory text is amended by adding
“Spain,” immediately after “‘Republic of
Ireland,”.

Done in Washington, DC, this 19th day of
February 1993.
Kenneth C. Clayton,

Acting Assistant Secretary, Marketing and
-Inspection Services.

[FR Doc. 93—4348 Filed 2-24-93; 8:45 am)
BILLING CODE 3410-34-M

9 CFR Part 124
[Docket No. 80-011-2]

Patent Term Restoration for Veterinary
Biologics

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Final rule.

SUMMARY: This rule establishes
procedurss for the restoration of the
time lost to the terms of veterinary
biologics patents while awaiting
premarket gavernment approval. The
effect of the rule is to enable veterinary
biologics producers to apply for the
restoration of such lost time. The rule is
necessary in order to xmplemem the
patent term extension provisions of the
Generic Animal Drug and Patent Term
Restoration Act-of 1988.

EFFECTIVE DATE: March 29, 1993,

FOR FURTHER INFORMATION CONTACT:

Dr. Frank Y. Tang, Biotechnologist,
BCTA, BBEP, APHIS, USDA, room 851,
Federal Building, 6505 Belcrest Road,
Hyattsville, MD 20782, 301-436—4833.

SUPPLEMENTARY INFORMATION:

Background

On November 16, 1988, the President
signed into law the Generic Animal
Drug and Patent Term Restoration Act of

" 1988. Title II of this act (35 U.S.C. 156,

as amended by Pub. L. 100-670) (the
“Act”) amended the U.S. patent laws to
enable owners of patents relating to
certain animal drugs and veterinary
biological products, and the owners of
patents relating to methods of using or
manufacturing them, to apply for
extension of the patent term to recover
some of the time lost while awaiting
premarket government approval. Patents
concerning veterinary biologics subject
to the Virus-Serum-Toxin Act (VSTA),
as amended, 21 U.S.C. 151-159, are
covered by the Act. Patents on products
primarily manufactured using
recombinant DNA, recombinant RNA,
hybridoma technology, or other
processes involving site-specific genetic
manipulation techniques are not eligible
for patent term restoration under the
Act.

United States patents are effective for
17 years from the date they are issued.
A patent gives an inventor the right to
exclude others from making, using, or
selling the patented invention within
the United States (See 35 U.S.C. 154.)
This exclusive right is designed to
encourage innovation and development
of new products by protecting the patent
holder from direct competition for a
period of time. However, a patent does
not automatically give an inventor the
right to actually make, use, or sell the
invention. Federal law requires some
inventions, such as veterinary biological
products, to be Federally approved
before they are manufactured or
marketed. For these inventions, a
portion of the 17 years of protection
afforded by a patent may be lost waiting
for Federal review and approval.

The Virus-Serum-Toxin Act, among
other things, prohibits the preparation,
sale, barter, or exchange of any
worthless, contaminated, dangerous, or
harmful virus, serum, toxin, or
analogous product intended for use in
the treatment of domestic animals, in
places under Federal jurisdiction. It also
prohibits the shipment of such products
anywhere in or from the United States.
The VSTA also states that it is unlawful
for anyone to prepare, sell, barter, or
exchange in places under Federal

jurisdiction, or ship in or from the
United States, any virus, serum, toxin,
or analogous product unless it is
prepared in compliance with USDA
regulations at an establishment holding
a valid USDA license (21 U.S.C. 151).
Therefore, veterinary biological
products cannot be marketed until these
requirements are met. It takes time to
satisfy the regulations and standards
under the VSTA which are designed to
sssure that only pure, safe, potent, and
effective biological products are
marketed. If a product is covered in any
way by a patent, the time spent waiting
for Federal review and approval reduces
the effective length of the patent. Profits
therefore are reduced, along with the
incentive to develop new veterinary
biological products. The Generic
Animal Drug and Patent Term
Restoration Act is designed to restore
these incentives.?

The Generic Animal Drug and Patent
Term Restoration Act of 1988

The Generic Animal Drug and Patent
Term Restoration Act of 1988 contains
two titles: Title I, among other things,
authorizes the Food and Drug
Administration to approve abbreviated
new drug applications for generic
animal drugs; Title II allows patent term
restoration for certain patents covering .
animal drugs and veterinary biological

roducts.

Administrative responsibility for Title
I of the Act is divided among the Food
and Drug Administration (FDA) of the
Department of Health and Human
Services, the Animal and Plant Health
Inspection Service (APHIS}) of the
United States Department of Agriculture
(USDA), and the Patent and Trademark
Office (PTO) of the United States
Department of Commerce.

nder the Act, applications for patent
term extension are submitted to PTO for
a determination whether a patent is
eligible for extension. USDA assists PTO
by determining the length of the
regulatory review period for any
veterinary biological product involved;
FDA does the same for animal drugs. In
addition, APHIS and FDA are
responsible for determining, if they are
petitioned to do so, whether the
applicant for patent term restoration

1 In September, 1984, a similar statute, The Drug
Price Competition and Patent Term Restoration Act
{Pub. L. 98-417) became law. This Act, which
allows patent term restoration to holders of patents
claiming human drug products (including biologics
and antibiotics), medical devices, food additives
and color additives, became law in September,
1984. Regulations have been issued under this Act
by both the Food and Drug Administration (FDA)
and the Patent and Trademark Office (PTO). The
FDA regulations appear at 21 CFR part 60. The PTO

regulations appear at 37 CFR part 1,
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acted with due diligence to obtain
approval from the Agency involved with
the animal.drug or veterinary biclogical
product. A notice of a Memorandum of
Understanding between the PTO and
APHIS concerning implementation of
procedures in determining a veterinery
biological product’s eligibility for patent
term extension under 35 U.S.C. 156 was
published in the Federal Register on
June 23, 1989 (see 54 FR 26399). PTO
issued regulations (see 54 FR 30375,
July 20, 1989), governing the format,
content, and submission of patent term
restoration applications. The PTO
regulations are codified at 37 CFR
1.710-1.785. Regulations covering FDA
responsibilities for patent term
extension for-animal drugs have heen
finalized by that agency (see 57 FR
56260-56262, November 27, 1992).

On July 13, 1992, we published in the
Federal Register a proposed rule on
Eatent term restoration for veterinary

iologics (see 57 FR 30926-30932,
Docket No. 90-011). We proposed
adding a new part 124 to our existing
regulations in title 9, chapter I, Code of
Federal Regulations. Subpart A of the
regulations contains general provisions.
Subpart B provides for APHIS to assist
PTO in determining a patent holder’s
aligibility for patent term restoration.
Subpart C contains regulations
governing the determination of
regulatory review periods. Subpart D
provides for filing due diligence
petitions; that is, challenging a
regulatory review period determination
on the grounds that an applicant did not
diligently pursue premarketing
approval. Standards for determining due
diligence are also included in subpart D.
Subpert E contains regulations
governing informal hearings on the
issue of due diligence.

We solicited comments for 60 days
with the comment period ending
September 11, 1992.

Summary and Analysis of Comments

We received comments from one trade
association. Those-comments and our
response to them are discussed below.
We have made changes to the proposed
rule in response to the commenter and
the changes are identified below. Based
on the rationale set forth in the
proposed rule and in this document in
response to comments, we are adopting
the provisions of the proposed rule as a
final rule with changes made in
response to the.comments as well as
minor editorial changes.

The commentsr requested that in
§124.21(b)(2), the term *‘generic name"
be changed to “true nams’ to be
consistent with APHIS terminology in 8
CFR 101.4(d). APHIS agrees with this

comment and has amended
§ 124.21(b)(2)-accordingly.

The comment further requested that
the term ‘“‘any interested persen” in
§§ 124.22(a) and 124.40(a) be defined
under Definitions in § 124.2. The term
“person” is undefined even though it is
used in the regulations. ‘“Person’ will
therefore be added to the definition and
shall mean “[Alny individual, firm,
partnership, corporation, company,
association, educational institution,
State or local government agency, or
other organized group of any of the
foregoing, or any agency, officer, or
employee.of any thereof.” The term
“interested person” is intended to have
a broad meaning and includes any
person interested in the subject matter
who has information bearing on a
regulatory review period or due
diligence petition.

The commenter also requested that
the applicant be notified and allowed en
opportunity for comment prior to a
revision of a regulatory review period.
APHIS agrees with this request-and has
amended the proposal in § 124.22
accordingly in response to this
comment,

The commenter also requested that
the applicant for patent term extension
be granted 30 days (rather than the 10
days in the proposed rule) in which to
respond to a due diligence petition
because the applicant has to prove due
diligence.

In response to this request, APHIS
agrees.to grant the applicant an
additional 10 days in which to respond
to a due diligence petition. This should
be sufficient time to reply. At the same
time, APHIS should have adequate time,
before the statutory limit of 90 days after
its receipt of a due diligence petition, in
which to evaluate the information
which is submitted to the Agency, to
conduct an investigation, to resolve any
differences in information submitted by
the petitioner and the applicant, to
determine whether the period of time
alleged in which the applicant did not
act with due diligence will affect the
maximum patent term extension to
which the applicant is entitled, to
publish a notice of the Agency’s
determination in the Federal Register
along with the factual and legal basis for
its determination, and to provide
written notification of its determination
to PTO, the applicant, and the
petitioner.

Finally, the commenter requested that
the word “initially” be added before the
word “‘submitted”’ in § 124.20(a)(1), in
order to be consistent with the language
in §124.20(a)(2). APHIS agrees with this
request and has amended the
regulations accordingly.

Executive Order 12291 and Regulatory
Flexibility Act

This rule has been reviewed in
accordance with Executive Order 12991
and Departmental Regulation 1512-1
and has been determined to be e non-
major rule since it does not meet the
criteria for a major regulatory action.
Based on information compiled by the
Department, we have determined that
this rule will have an effect on the
economy of less than $100 million; will
not cause a major increase in costs or
prices for consumers, individual
industries, Federal, State, or local
government agencies, or geographic
regions; and will not have a significant
adverse effect on competition,
employment, investment, productivity,
innovation, or on the ability of United
States-based enterprises to compete
with foreign-based enterprises in
domestic or export markets.

The patent extension provision in 35
U.S.C. 156 (as amended by Title I of
Pub. L. 100-670) benefits the patent *
holder by restoring to the patent holder
that part of the term of the patent which
has been lost due to regulatory review
of the patented product. Thus the
statute results in a net economic benefit
to the patent holder. The final rule
merely implements the statute. The rule
provides procedures to allow APHIS to
assist PTO in carrying out the
requirements of the Act. An application
for patent term restoration is made
voluntarily by the patent holder. The
time and cost required to comply with
the regulation is far outweighed by the
benefit conferred by patent term
restoration to the patent holder.

Under these circumstances, the
Administrator of the Animal and Plant
Health Inspection Service has
determined that this action will not
have a significant economic impact on
a substantial number of small entities as
defined in the Regulatory Flexibility Act
(5 U.S.C. 601 et seq.).

Executive Order 12778

This final rule has been reviewed
under Executive Order 12778, Civil
Justice Reform. It is not intended to
have retroactive effect. This rule will
not preempt any State or local laws,
regulations, or policies, unless they
present an irreconcilable conflict with
this rule. There are no'administrative
procedures which must be exhausted
prior to any judicial challenge to this
rule.

Paperwork Reduction Act

In accordance with the Paperwork
Reduction ‘Act of 1980 {44 U.S.C. 38501
et seq.), the information collection or
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recordkeeping requirements included in
this rule have been approved by the
Office of Management and Budget
(OMB) and assigned OMB control no.
0579-0013.

List of Subjects in 9 CFR Part 124

Animal biologics, Patents.

Accordingly, we are amending 9 CFR,
chapter I, subchapter E by adding a new
part 124 to read as follows:

PART 124—PATENT TERM
RESTORATION

Subpart A—General Provisions

Sec.
124.1 Scope.
124.2 Definitions.

Subpart B—Eligibility Assistance
124.10 APHIS liaison with PTO.

Subpart C—Regulatory Review Period

124.20 Patent term extension calculation.

124.21 Regulatory review period
determination. .

. 124.22 Revision of regulatory review perio

determination.

124.23 Final action on regulatory review
period determination.

Subpart D—Due Diligence Petitions

124.30 Filing, format, and content of
petitions.

124.31 Applicant response to petition.

124.32 APHIS action on petition.

124.33 Standard of due diligence.

Subpart E—Due Diligence Heearing
124.40 Request for hearing.
124.41 Notice of hearing.

124.42 Hearing procedure.

124.43 Administrative decision.

Authority: 35 U.S.C. 156; 7 CFR 2.17, 2.51,
and 371.2(m).

Subpart A—General Provisions

§124.1 Scope. . .

(a) This parts sets forth procedures
and requirements for APHIS review of
applications for the extension of the
term of certain patents for veterinary
biological products pursuant to 35
U.S.C. 156—Extension of patent term.
Responsibilities of APHIS include:

(1) Assisting PTO in determining
eligibility for patent term restoration;

2) Determining the length of a
product’s regulatory review period;

(3) If petitioned, reviewing and ruling
on due diligence challenges to APHIS's
regulatory review period
determinations; and

{4) Conducting hearings to review
initial APHIS findings en due diligence
challenges.

{b) The regulations in this part are
designed to be used in conjunctien with
regulations issued by PTO concerning
patent term extension which may be
found at 37 CFR 1.710 through 1.785.

§124.2 Definltions.

Animal and Plant Health Inspection
Service (APHIS). The agency in the
Department of Agriculture responsible
for licensing veterinary biological
products under the Virus-Serum-Toxin
Act. '

Applicant. Any persen who submits
an application or an amendment or
supplement to an application under 35
U.S.C. 156 seeking extension of the term
of a patent.

Due diligence petition. A petition
submitted under § 124.30 of this part.

Informal hearing. A hearing which is
not subject to the provisions of 5 U.S.C.
554, 556, and 557 and which is
conducted as provided in 21 U.S.C.
321(y). '

License applicant. Any person who,
in accordance with part 102 of this
chapter, submits an application to the
Animal and Plant Health Inspection
Service of the U.S. Department of
Agriculture for a U.S. Veterinary
Biological Product License.

Patent. A patent issued by the Patent
and Trademark Office of the United
States Department of Commerce.

Person. Any individual, firm,
partnership, corporation, company,
association, educational institution,
State or local government agency, or
other organized group of any of the
foregoing, or any agent, officer, or
employee of any thereof.

PTO. The Patent and Trademark
Office of the United States Department
of Commerce.

Subpart B—Eligibllity Assistance

§124.10 APHIS liaison with PTO.

Upon receipt of a copy of an
application for extension of the term of
a veterinary biologic patent from PTO,
APHIS will assist PTO in determining
whether a patent related to a biological
product is eligible for patent term
extension by:

(a) (1) Verifying whether the product
was subject to a regulatory review
period before its commercial marketing
or use;

(2) Determining whether the
permission for commercial marketing or
use of the product after the regulatory
review period was the first permitted
commercial marketing or use of the
product under the provision of law
under which such regulatory review
period occurred, and, if so, whether it
was the first permitted commercial
marketing or use of the veterinary
biological product for administration to
a food-producing animal;

(3) Ascertaining whether the patent
term restoration applicatien was
submitted within 60 days after the

product was approved for marketing or
use; and

(4) Providing such other information
as may be necessary and relevant to
PTQ's determination of whether a
patent related to a product is eligible for
patent term restoration. :

(b) APHIS will notify PTO of its
findings in writing, send a copy of this
notification to the applicant, and make
a copy available for public inspection in:
room 1141, South Building, 14th Street
and Independence Avenue SW., :
Washington, DC, between 8 a.m. and
4:30 p.m., Monday through Friday,
except holidays.

Subpart C—Regulatory Review Period

§124.20 Patent term extension caiculation.
{a) As provided in 37 CFR 1.779 of
PTO'’s regulations, in order to determine

a product’s regulatory review period,
APHIS will review the information in
each application to determine the
lengths of the following phases of the
review period, and will then find their
sum:,

(1) The number of days in the period
beginning on the date authorization to

. prepare an experimental biological

product under the Virus-Serum-Toxin
Act became effective and ending on the
date an application for a license was
initially submitted under the Virus-
Serum-Toxin Act; and

{2) The number of days in the period
beginning on the date an application for
a license was initially submitted for
approval under the Virus-Serum-Toxin
Act and ending on the date such license
was issued.

{b) A Iicense application is “initially
submitted” on the date it contains
sufficient information to allow APHIS to
commence review of the application. A
product license is issued on the date of
the APHIS letter informing the applicant
of the issuance. The issuance of a
license releases the product for
commercial marketing or use.

§124.21 Regulstory review period
determination.

(a) Not later than 30 days after the
receipt of an application from PTO,

- APHIS shall determine the regulatory

review period. Once the regulatory
review period for a product has been
determined, APHIS will notify PTO in
writing of the determination, send a
copy of the determination to the
apglicant, and make a copy available for
public inspection in room 1141, South
Building, 14th Street and Independence
Avenue SW., Washington, DC, between
8 a.m. and 4:30 p.m., Monday through
Friday, except holidays.

(b) APHIS will also publish a notice
of the regulatory review period
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determination in the Federal Register.
The notice will include the following:

(1) The name of the applicant;

(2) The trade name ancr true name of
the product;

(35) The number of the patent for
which an extension of the term is
sought;

(4) The approved indications or uses
for the product;

(5) The regulatory review period
determination, including a statement of
the length of each phase of the review
period and the dates used in calculating
each phase.

§124.22 Revision of regulatory review
period determination.

(a) Any interested person may request
a revision of the regulatory review
period determination within the 30 day
period beginning on its publication in
the Federal Register. The request must
be sent to Deputy Director, Veterinary
Biologics, BBEP, APHIS, USDA, room
838, Federal Building, 6505 Belcrest
Road, Hyattsville, MD 20782.

The request must specify the
following:

(1) The identity of the product;

(2} The identity of the applicant for
patent term restoration;

(3) The docket number of the Federal
Register notice announcing the
regulatory review period determination;
and

(4) The basis for the request for
revision, including any documentary
evidence.

- (b) If APHIS decides to revise its prior
determination, APHIS will notify PTO
of the decision, and will send a copy of
notification to the applicant and the
person requesting the revision (if
different from the applicant) with a
request for cornments within 10 days of
notification. If no comment on the
proposed revision is received, APHIS
will publish the revision in the Federal
Register, and include a statement giving
the reasons for the revision. If comment
is received, APHIS will make a final
determination regarding the revision
based on such comment and will then
publish the revision in the Federal
Register, giving reasons for its

.determination.

§124.23 Final action on regulatory review
period determination.

APHIS will consider its regulatory
review period determination to be final
upon expiration of the 180-day period
for filing a due diligence petition under
§ 124.30 unless it receives:

(a) New information from PTO
records, or APHIS records, that affects
the regulatory review period
determination;

(b) A request § 124.22 for revision of
the regulatory review period
determination;

(c) A due diligence petition filed
under § 124.30; or

(d) A request for a hearing filed under
§124.40. .

Subpart D-——Due Diligence Petitions

§124.30 Filing, format, and content of
petitions. )

(a) Any interested person may file a
petition with APHIS, no later than 180
days after the publication of a regulatory
review period determination under
§124.21, alleging that a license
applicant did not act with due diligence
in seeking APHIS approval of the
product during the regulatory review
period.

(b) The petition must be filed with
APHIS under the docket number of the
Federal Register notice of the agency’s

- regulatory review period determination.

The petition must contain any
additional information required by this
subpart.

(c) The petition must allege that the
applicant failed to act with due
diligence sometime during the
regulatory review period and must set
forth sufficient facts to merit an
investigation by APHIS of whether the
applicant acted with due diligence.

d) The petition must contain a
certification that the petitioner has
served a true and complete copy of the
petition on interested parties by
certified or registered mail (return
receipt requested) or by personal
delivery.

§124.31 Appiicant response to petition,

(a) The applicant may file with APHIS
a written response to the petition no
later than 20 days after the applicant’s
receipt of a copy of the petition.

(b) The applicant’s response may
present additional facts and
circumstances to address the assertions
in the petition, but shall be limited to
the issue of whether the applicant acted
with due diligence during the regulatory
review period. The applicant’s response
may include documents that were not in

- the original patent term extension

application.

c) If the applicant does not respond
to the petition, APHIS will decide the
matter on the basis of the information
submitted in the patent term restoration
application, the due diligence petition,
and APHIS records.

§124.32 APHIS action on petition.

(a) Within 90 days after APHIS
receives a petition filed under § 124.30,
the Assistant Secretary for Marketing
and Inspection Services shall make a

determination under paragraphs (b) or
(c) of this section or under § 124.33
whether the applicant acted with due
diligence during the regulatory review
period. APHIS will publish its
determination in the Federal Register
together with factual and legal basis for
the determination, notify PTO of the
determination in writing, and send
copies of the determination to PTO, the
applicant, and the petitioner.

8)) APHIS may deny a due diligence
petition without considering the merits
of the petition if:

(1) The petition is not filed in
accordance with § 124.30;

(2) The petition does not contain
information or allegations upon which
APHIS may reasonably determine that
the applicant did not act with due
diligence during the applicable
regulatory review period; or

(3) The petition fails to allege a
sufficient total amount of time during
which the applicant did not exercise
due diligence so that, even if the
petition were granted, the petition
would not affect the maximum patent
term extension which the applicant is
entitled to under 35 U.S.C. 156.

§124.33 Standard of due diligence.

{a) In determining the due diligence of
an applicant, APHIS will examine the
facts and circumstances of the
applicant's actions during the regulatory
review period to determine whether the
applicant exhibited the degree of
attention, continuous directed effort,
and timeliness as may reasonably be
expected from, and are ordinarily
exercised by, a person during a
regulatory review period. APHIS will
take into consideration all relevant
factors, such as the amount of time
between the approval of an
experimental use permit and licensure
of the veterinary biological product.

(b) For purposes of this Part, the
actions of the marketing applicant shall
be imputed to the applicant for patent
term restoration. The actions of an
agent, attorney, contractor, employee,
licenses, or predecessor in interest of
the marketing applicant shall be
imputed to the applicant for patent term
restoration.

Subpart E—Due Diligence Hearing

§124.40 Request for hearing.

{a) Any interested person may
request, within 60 days beginning on
the date of publication of a due
diligence determination by APHIS in
accordance with § 124.32, that APHIS
conduct an informal hearing on the due
diligence determination.

(b) The request for a hearing must:
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(1) Be in writing;

(2) Contain the docket number of the
Federal Register notice of APHIS's
regulatory review period determination;

(3) Be delivered to the Deputy
Director, Veterinary Biologics, BBEP,
APHIS, USDA, room 838, Federal
Building, 6505 Belcrest Road,
Hyattsville, MD 20782;

(4) Contain a full statement of facts
upon which the request for hearing is
based;

(5) Contain the name, the address, and
the principal place of business of the
person requesting the hearing; and

{6) Contain a certification that the
person requesting the hearing has
served a true and complete copy of the
request upon the petitioner of the due
diligence determination and the
applicant for patent term extension by
certified or registered mail (return
receipt requested) or by personal
service.

{c) The request must state whether the
requesting party seeks a hearing not
later than 30 days after the date APHIS
receives the request, or, at the request of
the person making the request, not later
than 60 days after such date.

§124.41 Notice of hearing.

No later than ten days before the
hearing, APHIS will notify the
requesting party, the applicant, the
petitioner, and any other interested
person of the date, txme, and location of
the hearing.

§124.42 Hearing procedure.

{a) The presiding officer shall be
appointed by the Administrator of
APHIS from officers and employees of
the Department who have not
participated in any action of the
Secretary which is the subject of the
hearing and who are not directly
responsible to an officer or employes of
the Department who has participated in
any such action.

{b) Each party to the hearing shall
" have the right at all times to be-advised
and accompanied by an attorney.

(c) Before the hearing, each party to
the hearing shall be given reasonable
notice of the matters to be considered at
the hearing, including a comprehensive
statement of the basis for the action
taken or proposed by the Secretary
which is the subject of the hearing and
any general summary of the information
which will be presented at the hearing
in support of such action.

(d) At the hearing the parties to the
hearing shall have the right to hear a full
and complete statement of the action
which is the subject of the hearing
together with the information and
s easons supporting such action, to

conduct reasonable questioning, and to
present any oral and written
information relevant to such action.

{e) The presiding officer in such

hearing shall prepare a written report of re

the hearing to which shall be attached
all written material presented at the
hearing. The participants in the hearing
shall be given the apportunity to review
and correct or supplement the presiding
officer’s report of the hearing.

(f) The Secretary may require the
hearing to be transcribed. A party to the
hearing shall have the right to have the
hearing transcribed at his expense. Any
transcription of a hearing shall be
included in the presiding officer’s report
of the hearing.

(g) The due diligence hearing will be
conducted in accordance with rules of
practice adopted for the proceeding.
APHIS will provide the requesting
party, the applicant, and the petitioner
with an opportunity to participate as a
party in the hearing. The standard of
due diligence set forth in § 124.33 will
apply at the hearing. The party
requesting the due diligence hearing
will have thie burden of proof at the
hearing.

§124.43 Administrative decislon.

Within 30 days after completion of
the due diligence hearing, the Assistant
Secretary for Marketing and Inspection
Services, taking into consideration the
recommendation of the Administrator,
will affirm or revise the determination
made under § 124.32. APHIS will
publish the due diligence
redetermination in the Federal Register,
notify PTO of the redetermination, and
send copies of the notice to PTO and the
requesting party, the applicant, and the
petitioner,

Done in Washington DC, this 19th day of
February 1993.

Kenneth C. Clayton,
Acting Assistant Secretary, Marketing and

Inspection Service.

[FR Doc. 93—4345 Filed 2-24-93; 8:45 am)
BILLING CODE 3410-34-M

FARM CREDIT ADMINISTRATION
12 CFR Part 614
RIN 3052-AB34

Loan Policies and Operations;
Collateral Evaluation Requirements,
Actions on Applications, and Review
of Credit Decislons; Correction

AGENCY: Farm Credit Administration.

ACTION: Final rule; correcting
amendments.

SUMMARY: The Farm Credit
Administration (FCA), by the Farm
Credit Administration Board (Board),
adopted on November 12, 1992, a final
lation amending FCA regulations
relating to collateral evaluation
requirements for Farm Credit System
(FCS or System) institutions engaged in
lending or leesing. This regulation was .
published as a final regulation on
November 20, 1992, 57 FR 54683, but
will not become effective until March 1,
1993. The FCA Board now publishes
corrections and a clarifying change to
the regulation which will make it clear
that for certain loans, transactional
independence between the credit
decision and the collateral evaluation
where the same employee or officer is
responsible for both can be satisfied by
providing for prior approval or post-
review of the credit decision by the

" senior' management or the board of

directors.

DATES: The regulation shall becomse
effective March 1, 1993, or upon the
expiration of 30 days after November 20,
1992 during which either or both houses
of Congress are in sassion, whichever is
later. Notice of the effective date will be

_published in the Federal Register.

FOR FURTHER INFORMATION CONTACT:
Dennis K. Carpenter, Senior Policy
Analyst, Regulation Development
Division, Office of Examination, Farm
Credit Administration, McLean, VA
22102-5090, (703) 8834498, TDD (703}
883-4444.
SUPPLEMENTARY INFORMATION: The
preamble to the final regulation (57 FR
54683) discussed evaluator
independence requirements for
collateral evaluations not requiring an
appraisal. In such cases, the preamble
stated that a loan officer could prepare
the collateral evaluation and complete
the credit decision if the final credit
decision was also reviewed by the FCS
institution’s senior management and/or
board of directors. However, the
regulatory language did not accurately
reflect the Board’s intention. In
addition, the preamble did not specify
whether the review must be a prior
approval or a post-review.

ection 614.4255 Independence
requirements is corrected to indicate
that if an employee or officer of the
institution prepares the collateral
evaluation as well as approves the credit
decision, the institution’s internal
control procedures required by
§618.8430 of this chapter must provide
for either a prior approval or a post-
review of the credit decision.

In the case of a director of the

institution, the regulation would still
prohibit the director from performing
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the collateral evaluation and also taking
part in the credit decision, under all
circumstances.

In addition, in the preamble, the third
line from the bottom of the third full
paragraph in the third column of page
54689 should read “credit decision is
reviewed by the * * ** rather than the
“gvaluation is reviewed by the * * *.”

The FCA has been requested to clarify
whether it intended that the lending
institution be responsible for the
engagement of an environmental impact
expert to ascertain the magnitude of the
environmental concern that has been
identified (as described in the Section-
by-Section Analysis, paragraph d.,
second column, page 54692).

It is the FCA'’s position that once an
environmental concern has been
identified, either through the collateral
evaluation process or through some
other means, the institution is
responsible for analyzing the potential
impact of the environmental concern on
the borrower and ensuring that en
environmental assessment is conducted
if appropriate. However, either the
borrower or the institution may engage
the environmental impact expert.

Therefore, the FCA clarifies this point
by correcting page 54692, to eliminate
the sentence beginning on line 21 from
the bottom of the second column (which
begins “‘Once an environmental concern
* * *”} through line 11 from the bottom
of the second column. In substitution
the FCA adds the following: ““Once an
environmental concern is identified, it
is the lender’s responsibility to analyze
the potential impact of the
environmental concern on both the
collateral value and the financial
viability of the borrower and to ensure
that an environmental assessment is
obtained if needed. As appropriate, the
institution may engage an
environmental impact expert to conduct
an impact assessment or may require the
borrower to take appropriate action.”

List of Subjects in 12 CFR Part 614

Agriculture, Banks and banking,
Foreign trade, Reporting and
recordkeeping requirements, Rural
areas.

Accordingly, 12 CFR part 614 is
amended as follows:

Subpart F—Collateral Evaluation
Requirements

§614.4250 [Corrected)

1. Section 614.4250 is amended by
removing the reference to
*'§614.4240(1)" and adding in its place
“§614.4240(k)" in paragraph (a)(1).

§614.4255 [Corrected]

2, Section 614.4255 is amended by
revising paragraph (a); redesignating
existing paragraphs (b), (c), and (d) as
new paragraphs (c), (d), and (e); adding
a new paragraph (b); and by adding an
“g" at the end of the word "‘serve" in the
introductory text of redesignated
paragraph (c) to read as follows:

§614.4255 Independence requirements.

(a) Prohibitions. For all personal and
intangible property, and for all real
property exempted under § 614.4260(c)
of this subpart, no person may:

(1) Perform evaluations in connection
with transactions in which such person
has a direct or indirect interest,
financial or otherwise, in the loan or
subject pro(rerty;

(2) As a director, vote on or approve
a loan dscision on which such person
performed a collateral evaluation; or

(3) As a director, perform a collateral
evaluation in connection with any
transaction on which such person made
or will be required to make a credit
decision. '

(b) Officers and employees. If the
institution’s internal control procedures
required by § 618.8430 of this chapter
include requirements for either a prior
approval or post-review of credit
decisions, officers and employees may:

(1) Participate in a vote or approval
involving assets on which they
performed a collateral evaluation; or

(2) Perform a collateral evaluation in
connection with a transaction on which
they have made or will be required to
make a credit decision.
- » » - ]

Dated: February 19, 1993.
Curtis M. Anderson,
Secretary, Farm Credit Administration Board.
[FR Doc. 934332 Filed 2-24-93; 8:45 am])
BILLING CODE 670501

SMALL BUSINESS ADMINISTRATION
13 CFR Part 121

Small Business Size Standards;
Termination of Waiver of the
Nonmanufacturer Rule

AGENCY: Small Business Administration.
ACTION: Notice of the termination of a
waiver of the nonmanufacturer rule for
computer disk drives.

SUMMARY: The Small Business
Administration (SBA) is terminating the
waiver of the Nonmanufacturer Rule for
computer disk drives. The decision to
terminate this waiver of the
Nonmanufacturer Rule is based on
evidence provided to the SBA that there

are several small businesses which
manufactures computer disk drives and
are available to provide them to the
Federal Government. Terminating the
waiver will require recipients of
contracts set aside for small or 8(a)
businesses to provide the products of
small business manufacturers or
Pprocessors.

EFFECTIVE DATES: May 26, 1993.

FOR FURTHER INFORMATION CONTACT:

James Parker, Procurement Analyst,
phone (703) 695-2435.

SUPPLEMENTARY INFORMATION: Public
Law 100-656, enacted on November 15,
1988, incorporated into the Small
Business Act the previously existing
regulation that recipients of Federal
contracts set aside for small businesses
or SBA 8(a) Program procurements must
provide the products of small business
manufacturers or processors. The SBA
regulations imposing this requirement
are found at 13 CFR 121.906(b) and
121.1106(b). Section 210 of Public Law
101-574 further amended the law to
allow for waivers for classes of products
for which there are no small business
manufacturers or processors “‘available
to participate in the Federal
procurement market.”

SBA announced the waiver for
computer disk drives in the Federal
Register on August 8, 1991, p. 23526.
Computer disk drives are identified
under Product and Service Code (PSC)
7025 and Standard Industrial
Classification (SIC) Code 3572.
Subsequently, through contacts with a
Traditional Procurement Center
Representative the SBA was made aware
of contracts awarded to small businessés
that manufacture computer disk drives.
Our knowledge of the existence of small
business manufacturers available to
participate in the Federal procurement
market requires us to terminate the
waiver.

Therefore, the waiver previously
granted for computer disk drives under
PSC 7025 and SIC 3572 is terminated,
effective ninety days from the date of
this notice. Small business set-aside or
SBA 8(a) contracts for computer disk
drives may rely on this waiver where
the solicitation is dated before the
ninetieth day after the date of Federal
Register publication of this termination.

Dated: February 11, 1993.

Robert ]. Mofftt,

Associate Administrator for Procurement
Assistance.

IFR Doc. 93-4412 Filed 2-24-93; 8:45 am])
BILLING CODE $025-01-M
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DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 71
[Airspace Docket No. 92-AS0-17)

Revocation of Control Zone and
Transition Area, Oak Grove, NC

AGENCY: Federal Aviation .
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: This amendment revokes the
Oak Grove, NC Control Zone and
Transition Area. The Oak Grove HOLF
(Navy) Airport has been permanently
closed; thus a need no longer exists for
the controlled airspace associated with
the existing control zone and transition
area.

EFFECTIVE DATE: 0901 u.t.c., May 27,
1993.

FOR FURTHER INFORMATION CONTACT:
Kenneth R. Patterson, Airspace Section,
System Management Branch, Air Trafﬁc
Division, Federal Aviation
Administration, P.O. Box 20636,
Atlanta, Georgia 30320; telephone (404)
763~-7646.

SUPPLEMENTARY INFORMATION:
History

On October 29, 1992, the FAA
proposed to amend part 71 of the
Federal Aviation Regulations (14 CFR
part 71) to revoke the Oak Grove, NC
Control Zone and Transition Area (57
FR 58166). The proposed action would
revoke the controlled airspace around
the Oak Grove HOLF (Navy) Ai
The airport has been permanent “F
closed and the controlled'airspace
associated with the existing.control
zone and transition area is no longer
needed. Interested parties were invited
to participate in this rulemaking
proceeding by submitting written
comments on the proposal to the FAA.
No comments objecting to the proposal
were received. This revocation is the
same as that in the notice. Control
Zones and Transition Areas are
published in section 71.171 and section
71.181, respectively, of FAA Order
7400.7A dated November 2, 1992, and
effective November 27, 1992, which is
incorporated by reference in 14 CFR
71.1. The coordinates for this airspace
dockset are based on North American
Datum 83. The Control Zone and
Transition Area listed in this document
will be removed subsequently from the
Handbook.

The Rule
This amendment to part 71 of the
Federal Aviation Regulations revokes.

the Oak Grove, NC Control Zone and
Transition Area.

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. It, therefore, (1) is not a “major
rule” under Executive Order 12291; (2)
is not a “'significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that will only affect air
traffic procedures and air navigation, it
is certified that this rule will not have

- a significant economic impact on a

substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 71

Aviation safety, Incorporation by
reference, Control zones, Transition
areas.

Adoption of the Amendment

In consideration of the foregoing, the
Federal Aviation Administration
amends 14 CFR part 71 as follows:

PART 71—[AMENDED]

1. The authority citation for 14 CFR
part 71 continues to read as follows:
Authority: 49 U.S.C. app. 1348(a), 1354(a),

1510; E.O. 10854, 24 FR 9565, 3 CFR, 1959~
1963 Comp., p. 389; 49 U.S.C. 106(g); 14 CFR
11.69.

§71.1 [Amended)

2. The incorporation by reference in
14 CFR 71.1 of the Federal Aviation
Administration Order 7400.7A,
Compilation of Regulations, dated
November 2, 1992, and effective
November 27, 1992, is amended as
follows:

Section 71.171 Designation of Control
Zones
L] * » L] *

ASO NC CZ Oak Grove, NC [Removed]

- L * * »

Section 71.181 Designation of Transition
Areas R
» L * * *

ASO NC TA Oak Grove, NC [Removed]
Issued in East Point, Georgia, on February

9, 1993.

Don Cass,

Acting Manager, Air Traffic Dmsmn,
Southern Region.

{FR Doc. 934350 Filed 2—24—93 8: 45 am]
BILLING CODE 4910-13-M

14 CFRPart 71
[Airspace Docket No. 92-AS0-18])

Establishment of Transition Area,
Summerville, SC

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This amendment establishes
the Summerville, SC Transition Area. A
standard instrument approach .
procedure (SIAP) has been developed to
serve the Dorchester County Airport
based on the Dorchester County Non-
directional Radio Beacon (NDB). This
action would lower the base of
controlled airspace from 1200 feset to
700 feet above the surface of the airport
to provide additional controlled
airspace for instrument flight rules (IFR)
aeronautical operations.

EFFECTIVE DATE: 0901 u.t.c., May 27,
1993.

FOR FURTHER INFORMATION CONTACT:
Kenneth R. Patterson, Airspace Section,
System Management Branch, Air Traffic
Division, Federal Aviation
Administration, P.O. Box 20638,
Atlanta, Georgia 30320; telephone (404)
763-7646.

SUPPLEMENTARY INFORMATION:
History

On November 9, 1992, the FAA
proposed to amend part 71 of the
Federal Aviation Regulations (14 CFR

. part 71) to establish the Summerville,

SC Transition Area (57 FR 58167). This
action will provide controlled airspace
for aircraft executing a new instrument
approach procedure to the Dorchester
County Airport. The operating status of
the airport is changed to include IFR.
Interested parties were invited to
participate in this rulemaking
proceeding by submitting written
comments on the proposal to the FAA.
No comments objecting to the proposal
were received. This amendment is the
same as that proposed in the notice.
Transition Areas are published in
section 71.181 of FAA Order 7400.7A
dated November 2, 1992, and effective
November 27, 1992, which is
incorporated by reference in 14 CFR
71.1. The coordinates for this airspace
docket are based on North American
Datum 83. The Transition Area listed in
this document will be published
subsequently in the Handbook.

The Rule

This amendment to part 71 of the
Federal Aviation Regulations establishes
the Summerville, SC Transition Area to
accommodate Instrument Flight Rules
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operations at the Dorchester County
Airport.

The FAA has determined that this
regulation enly involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. It, therefore, (1) is not a “major
rule” under Executive Order 12291; (2)
is not a “‘significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1879); and (3)
does not warrant preparetion of a
regulatory evaluation as the anticipated
impact is sa minimal. Since this is a
routine matter that will anly affect air
traffic precedures and air navigation, it
is certified that this rule will not have
a significant economic impect on &
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 €FR Part 71

Aviation safety, Incorporstion by
reference, Transition areas.

Adaption of the Amendment

In consideration of the foregoing, the
Federal Aviation Administration
amends 14 CFR part.71 as follows:

PART 71—{AMENDED}

1, The authority citation for 14 CFR
part 71 continues to read as follows:

Autharity: 49 U.S.C. app. 1348(a}, 1354(a},
1510; B.0. 10854, 24 FR 9585, 3 CFR, 1959
1983 Comp., p. 386; 49 U.S.C. 106(g); 14 CFR
11.60.

§71.1 [Amended]

2, The incorporation by reference in
14 CFR 71.1 of the Federal Aviation
Administration Order 7400.7A,
Compilation of Regulations, dated
Novembaer 2, 1992, and offective
November 27, 1992, {s amended as
follows:

Section 71.182 Designation of Transitior
Areas

" . e * e
ASO SC TA Summerville, SC [New]
Dorchester County SC.

(lat. 33°03'49"N, long, 80°1646"W}

That airspace extending wpward from 700
above the surface within a 7-mile radius of
Dorchester County Alrport.

» . - - L] -

Issued tn Eest Point, Geargia, on February

9, 1983.

Don Cass,

Acting Menager, Air Traffic Divisien,
Southern Region.

[FR Doc. 934351 Piled 2-24-93; 8:45 am}
BILLING CODE 4810-13-M

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
(VA-9-1-5467; A~1-FRL-4538-6)

- Approval and Promulgation of Alr

Quality implementation Plans; Virginla;
Recodification of Alr Quality
Regulations

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: EPA is approving a State
Implementation Plan (SIP) revision
submitted by the Commonwealth of
Virginia. These revisions consist of &
revised format for Virginia's air
pollution contrel regulations. The

- changes are administrative in nature,

and do not substantively revise the
current SIP, except for the addition to
the SIP of Virginia’s public participation
guidelines. The intended effect of this
action is to ensure that the
Commonwealth of Virginia’s current
regulatory rumbering format and the
Virginia SIP nurbering format are
consistent with each ather. This action
is being taken in accordance with
section 110 of the Clean Air Act.
EFFECTWE DATE: This rule will become
effective on March 29, 1993.
ADDRESSES: Copies of the decuments
relevant to this action are available for
gub!ic inspection during norral
usiness hours at the Air, Radiation,
and Toxics Division, U.S.
Environmental Protection Agency,
Region I1I, 841 Chestnut Building,
Philadelphia, PA 19107; Public
Information Reference. Unit, U.S.
Environmental Protection Agency, 401
M Street, SW., Washington, DC, 20460;
and Virginie Department of Aiz
Pollution Control, P.O. Box 10089,
Richmond, VA 23240,
FOR FURTHER INFORMATION CONTACT:
Harold A. Frankford, (215) 597-1325,

SUPPLEMENTARY INFORMATION:

Background .

On February 14, 1985, the
Commonwsalth of Virginia submitted to
EPA Region III both a revised format
and numerous amendments, both
administrative and substantive, to its
Regulations for the Control and
Abatement of Afr Pollution. Virginia
requested that these changes be
reviewed and processed as revisions of
the Virginia State Implementatien Plan
(SIP). Many of the nonsubstartive
changes were made to the regulations to
improve their clarity and simplicity.

The new format of the regulations
primarily organizes the emission
standards into separate rules based on
source category, although there are a
limited number of pollutant-specific
rules. These pellutant-specific rules
pertain to visible emissions, fugitive
dust/emissions, end open burning. The
emission standards in these rules are
crtl)ss-referenced in the source-specific
rules.

The State certified that public
hearings pertaining to these proposed
revisions were held on June 15, 1984,
and September 18, 1984, in Richmond,
as required by 40 CFR §1.102. |
Additipnal public hearings were held in
Abingdon,nli{mnoke. Lynchburg,
Virgirda, and Springfield.

October 1%. 1987, 52 FR 38787,
EPA proposed approval of Virginia’s
procedural langnage changes and format
amendments as revisions of the Virginia
SIP. During the 30-day publie comment
period following this prapesed
rulemaking notice, ro comments were
received. This final rulemaking notice
summariaes EPA’s finel action with
respect to the renumbering and format

. ¢hanges only. EPA’s evaluation of

Virginia’s substantive regulatory
revisions will be discussed in separate
final rulemaking notices.

Revised Regulation Format

One element of the reorganization
effort was to relocate those definitions
previously located in part I that were
primerily used or associated with a
particular element (part, rule, or
section), within the regulations. Parts I
(Definitions) and H (General Provisions}
contain the definitions of general
applicability and general provisions,
respectively, as in the old format, with
the exception of section 2,33, which hes
been relocated to Part VII (Permits for
New and Modified Sources). Part IV
(Existing and Certain Other Seurces)
contains the source category-specific
rules and includes the applicable
definitions.

The format and numbering of
Virginia's air pollution control
regulations have been extensively
revised. A description and cross-
reference of these changes are listed
below: :

Part I—Definitions

Sections 1.0% (General) and 1.02
(Terms Defined) have been converted to
Sections 120-01-0% and 120-01-02,
respectively. -
Part II—General Provisions

Sections 2.01 through 2.14, 2.30
through 2.32 and Z.34 have been
converted te Sections 120-02-0%
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" through 120-02-14, 120-02-30 through
120-02-32, and 120-02-34,
respectively. Section 2.33 is now
located in Part VIII, Section 120-08-01.
Section 120-02-02B. contains a
provision referencing Virginia's public
participation guidelines, which are
being added to the federally-approved
Virginia SIP. The following Part II
provisions are not included in the
Virginia SIP: Sections 120-02-02E.,
120-02-05B., C., 120-02-08, and 120-
02-13.

Part IIl—Ambient Air Quality
Standards

Sections 3.01 through 3.08 have been
converted to Sections 120-03-01
through 120-03-08, respectively.

Part IV—Existing and Certain Other
Sources

_Revised Format

The format for Part IV has been
extensively revised, especially the
provisions governing control of
manufacturing process operations and
volatile organic compound (VOC)
emissions. The provisions were
formerly found in Rules EX—4 and EX~
5 are now renumbered as follows:

Rule EX-4 (Particulate Emissions
from Manufacturing Operations) has
been reorganized as follows:

Rule 4-4 General Process Operations
Rule 4~10 Asphalt Concrete Plants
Rule 4-12 Chemical Fertilizer

. Manufacturing Operations

Rule 4-13 Krag Pulp Mills

Rule 4-14 Sand antf Gravel Processing

and Stone Quarrying Operations
Rule 4-15 Coal Preparation Plants
Rule 4-16 Portland Cement Plants
Rule 4-17 Woodworking Operations
Rule 4-18 Primary and Secondary

Metal Operations
Rule 4-19 Lightweight Aggregate

Process Operations
Rule 4-20 I‘l”ead Manufacturing

Operations .

Rule EX-5 (Emission Standards for
Gaseous Pollutants) has been
reorganized as follows:

Rule 48 Fuel Burning Equipment
(SO, Standards) -

Rule 4-21 Sulfuric Acid Plants
Rule 4-22 Sulfur Recovery Operations

(SO, Standards)

Rule 4-19 Lightweight Aggregate

Process Operations (SO; Standards)
Rule 4-23 Nitric Acid Production

Units (SIP Reg. 4.53)

The following rules have been
reorganized and renumbered from
former SIP Regulations 4.54 through
4.57: )
Rule 4-5 Synthesized Pharmaceutical

Products Manufacturing Operations

Rule 4-6 Rubber Tire Manufacturing
Operations _

Rule 4-11 Petroleum Refinery
Operation .

Rule 4-24 Solvent Metal Cleaning
Operations

Rule 4-25 Transfer and Storage
Operation .

Rule 4-26 Large Appliance Coating
Lines

Rule 4-27 Magnet Wire Coating Lines

"Rule 4-28 Automobile and Light-Duty

Truck Coating Lines

Rule 4-29 Can Coating Lines

Rule 4-30 Metal Coil Coating Lines

Rule 4-31 Paper & Fabric Coating
Lines ' : '

Rule 4-32

Rule 4-33
Lines

Rule 4-34 Miscellaneous Metal Parts
and Products Coating Application
Systems

Rule 4-35 Flatwood Paneling

Rule 4-36 Graphic Arts Printing

Rule 4-37 Petroleum Liquid Storage

. and Transfer Operations

Rule 4-38 Dry Cleaning Systems

Rule 4-39 Asphalt Paving Operations
In addition, the following other Part

IV renumbering changes have been

made:

Vinyl Coating Lines
Metal Furniture Coating

Old SIP citation Revised SIP citations
* Speclal provisions (Sec- { Sectlons 120-04-01
tions 4.01-4.05). _ through 120~04-05.
Rule EX-1  Open bum- | Rule 4-40.
ing.
Rule EX-2 Visible Rule 4-1.
emissionsfugtitive.
Rule EX-3 Fuel bum- Rule 4-8.
ing equipment.
Rule EX-7 iIncinerators | Rule 4-7.
Rule EX-8 Coal refuse | Deleted.
disposal areas.
Rule EX~9 Coke Rulg 4-9.
Ovens.
Rule EX-10 Mobile Rule 441,
sOurces.

Part V—Emission Standards From New
and Modified Sources

The format of Part V is revised as
follows: SIP Sections 5.01 through 5.05
are redesignated as Sections 120-05-01
through 120-05-05, respectively. SIP
rules Ng—1 and NS—4 are redesignated
as Rules 5-1 and 54, respectively.

SIP Sections 7.01 through 7.05 have
converted to Sections 120-07-03
through 120-07-07, respectively.
Section 120-07-01 (Applicability) has
been moved from Part I to Part VII as an
explanatory section which does not
change any substantive provisions in
this Part. The definitions found in
Section 120-07-02 (Definitions) have
been moved from Part I to Part VII.

Modified Sources

SIP section 2.33 (Permits—New and |
Modified Sources) has been relocated ;
from Part I to Part VIII, and designated
as Section 120-08-01. Section 8.02
(Permits for Major Stationary Sources
and Major Modifications located in
Nonattainment Areas) has been
redesignated as Section 120-08-03.

With regard to Section 120-08-02
(Permits—Major Stationary Sources and
Major Modifications Locating in
Prevention of Significant Deterioration
Areas), Virginia carries out PSD
authority via a delegation of agreement
with EPA to implement and enforce 40
CFR part 52, §52.21, The PSD
regulations at 40 CFR 52.21 were

Part VIII—Permits For New and ‘ )

_ federally promulgated for Virginia at 40

CFR 52.2451.
Appendices

The current SIP version of appendix
E, referring to coal refuse disposal areas,
is deleted. A new appendix E, which
describes Virginia's public icipation
guidelines, is added. In addition, the
wording of appendices A, G, ], K, N, and
P has been revised to reflect
administrative changes associated with
the recodification of Virginia's air
pollution control regulations. These -
changes include revision of the
boundaries of Metropolitan Statistical
Areas as defined by the United States
Department of Commerce, references to
the revised State citations, and removal
of obsolete provisions..

Revisions to Administrative Provisions

EPA is also approving certain other
administrative amendments associated
with the renumbering and reformatting
of Parts I, I1, IV, and V of Virginia's
regulations, including the deletion of
outdated provisions, as revisions to the
Virginia SIP. The affected provisions
ware listed in the October 19, 1987 NPR,
and EPA's evaluation and determination
of approval are discussed in the
accompanying technical support
document entitled “Approval of
Revision to the Virginia State
Implementation Plan—52.2420(c)(89),"”
dated October 16, 1992 which is_
available upon request from the EPA
Regional Office listed in the ADDRESSES
section of this notice.

EPA has not reviewed at this time the
substance of certain regulations which
were part of Virginia's February 14,
1985 SIP revision submittal. These
rules, which pertain to substantive
revisions of Virginia's sulfur dioxide
(SO.), good engineering practice (GEP)
stack height, particulate matter (PM),
volatile organic compounds (VOC},
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sulfuric acid mist, total reduced sulfur
(TRS) from kraft pulp mills and open
burning requirements, as well as new
source review provisions concernén
both Federal/State enforeeability and
exclusion of vessel emissions will be the
subject of separate rulemeking actions.
By today’s action, EPA is now enly
approving the numbering x;st:m and

- associated administrative ges
submitted by the State. The EPA's
approval of the renumbering system, at
this time, does not imply any position
with respect to the approvability of the
substantive rule changes to the above-
listed changes. To the extent EPA has
issued any tl?]P galrl‘s to tht; State P{ihth
Te tothea acy of any of the

- rumbject to tgiq:’ recodification, EPA

will continue to ire the State to
correct any such rule deficiencies
despite EPA's approval of this
recodification.

Final Action

EPA is approving Virginia's request to
revise the SIP to the revised
format of the Commenweslth of Virginia
State Air Poliutien Control Board
Regulations for the Control and
Abatement of Air Pollution, except for
tlmsadpmvisiom which EPA dees not
regard to be part of the SIP. EPA’s action
is limited to approval of the revised
numbering system and the revised .
format wkghin such system of the
federadly-epproved language of the
definitions, regulatory provisians, and
administrative provisions of the SIP.

The Agency has reviewed thig request -
for revision of the federally-approved
State implementation plan for
conformanee with the provisions of the

1990 amendments enacted on Nevember

15, 1990. The Agency has determined
that this action conforms with thase.
requirements irrespective of the fact that
the submittal preceded the date of
enactment.

Nothing in this actien should be
construed as permitting or allowing or
establishing 8 precedent for any future
request for revision to any state
implementation plan. Each request for
revision to the state implementation

lan shall be considered separately in

ight of specific technical, economic,

and environmental factors and in
relation to relevant statutory and

latory requirements.

is action to approve recodification
of Virginia’s SIP regulations and the
associated administrative revisions has.
been classified as a Table 3 action for
signature by the Regional Administrator
under the procedures published in the
Federal Register on January 18, 1989
(54 FR 2214~2225}. On Jenuary 6, 1989,
the Office of Management and Budgat

waived Table 2 and Table 3 SIP
revisions (54 FR 2222) from the_
requirements of section 3 of Executive
Order 12291 for a period of two years.
EPA has submitted a request for a
permanent waiver for Table 2 and 3 SIP
revisions. OMB has agreed to continue
the tempeorary waiver until such time as
it rules on EPA’s request.

Under section 307{b}(1)} of the Clean
Alr Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by April 26, 1993,
Filing a petition for reconsideration by
the Administrator of this final rule does
not affect the finality of this rule for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requfrements. (See section

307(b)(2).)
List of Subjects in 40 CFR Part 52

Air pollution control, Carbon
monoxide, Hydrocarbons, Incorporation
by reference, Intergovernmentat
relations, Nitrogen dioxide, Ozene,
Particulate matter, Reporting and
recordkeeping requirements, Sulfur
Oxides.

Dated: Navember 12, 1992,

AR. Morris, _
Acting Regional Administrater, Regian HF.

40 CFR part 52, chapter I, title 40 is
amended as follows:

PART 52—{AMENDED]
1. The authotity citation for part 52

_ continues to read as follows:

Authority: 42 U.S.C. 7401-7671q.
Subpart VV—Virginia

2. Section 52.2420 is amended by

adding paragraplt (c)(89) to read as
follows:

§52.2420 (dentification of plan.
» " - » » »

(C) [ I

(89) Revisions to the Virginia
Regulations for the Controt and
Abatement of Air Pollution were

.submitted en February 15, 1985 by the

Commonwealtlr of Virginia:

(i) Incorporation by reference.

{A) Letter of February 15, 1885 from
the Virginia State Air Pollution Control
Board transmitting a recedification and
restructuring of the Virginia Regulations
for the Control and Abatement of Air
Pollutien.

(B) The following provisions of the
Virginia regulations, effective February
1, 1985: '

(1) Part I Generak Definitions

Sections 120-01-01, 120-01-02 (former
sections 1.01, 1.02) (except for definitions of
“dispersion technique,” “excessive
concentrations,” “good engineering practice
(GEP) stack height,” “hezardous air
pollutant,” “nearby,” “stationary source”

and ‘‘variance’). :
(2) Part I General Provisions

Sections 120-02~01 through 120-02-04
(former sections 2.01-2.04); 120-02-05A
(former section 2.05A); 120-02-06 through
120-02-07 (former sections 2.06-2.07) 120~
02-11, 120~02-14 (former sections 2.11,

" 2.14); 120-02-31, 120~-02-32, and 120~02-34

(former sections 2.31, 2.32, 2.34).

Note: SIP Sections 2.09, 2.10, 2.12, and
2.30 have been redesignated as Sections ¥20—
02-09, 120-02~-10, 120-02-12, and 12002~
30 respectively. There are no wording
changes. SIP Section 2.33 has been meoved to -
Part VIIL

(3} Part Il Ambient Air Quality
Standards ’

Sections 120-03-01 through 120-03-05

{former sections 3.01~3.05), 120~03-07, 120~

03-08 (former Sections 3.07-3.08)

(4) Part IV Emission Standards From
Existing Sources

Sections 120-04-01 through 120-04-03
(except for sections 120-84-02.A.3. and
120-04-021). .

Rule 44, Sections 120-04—-0401, 120-04—
0402.A.-C. (definitions of ““heat input’”* and
“rated capacity” anty), 120-04-0407, 120—
04-0408, 120-04-0411 through 120-04-
0417.

Rules 4-5, 4-8, 4-23, and 4-38 (except for
sectiens within each.rule pertaining to-
control of odors and. noneriteria
pollutants). '

Rule 4-7 (except for sections 126-04—-0706
through 120-04-0708).

Rule 4-8, Sections 120-04—0801, 120-04—
0802.A.-C. {except for definitions ef “fuel
burning equipment,” “‘fuel burning
equipment installation,” “refuse derived
fuel” and “total capacity’?, 120-04—0805A.
and B., 120-04-0807A., 120-04-0808,
120-04-0811 through 120-04-0817.

Rule 4-9, Sections 120-04-0901, 120-04—
0902, 120-04-0909, 120-04-0910 (except
for 120-04~4910.B.2.}), 126-04-0911
through 120-04-0015.

Rule 4-10 (except for sections 120-04—
1002.C., 120-04-1603, 120-04-1006, 120-
04-1007),

Rule 4-1¥ (except for sections 120-04—
1104, 120-04-1110, :20-04-1111, and the
definition of “‘gasoline” in section 120-04—
1102.C.). : '

Rule 4-12, Sections 120-04—-1261, 120~04-
1202.A.-€. (definition of “‘chemical
fertilizer” only), 120-04-1204, 120-04—
1205, 120041206 through 120-04-120-
04-1414.
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Rule 4-13, Sections 120-04—1301, 120-04—
1382.A. and B., 120-04-130S, 120-064-
1306, 120-04-1309 120-04-1315.

Rule 4-14, Sections 120-84-1401, 12004
1402.A. and B., 120-04-1404, 120-04—
1405, 120-04-1408 through 120-04-1414.

Rule 4-15, Sections 120-04-1501, 120-04-
1502.A. and B., 120-04-1504, 120-04~
1505, 120-04-1508 thmugh 120-04-1514.

Rule 4-16, Sections 120-04—1601, 120-04—
1602.A. and B., 120-04—1605, 120-04—
1606, 120-04-1609 throudl 120-04-1615.

Rule 4-17, Sections 120-04-1701, 12004~
1702.A. and B., 120-04-1704, 12004~
1705, 120-04-1708 through 120-04-1714.

Rule 4-18, Sections 120--04-1801, 120-04~
1802.A.-C. [definition of “melt time”
only), 120-04-1805, 126-04-1806, 120—
04-1809 120-04-1815.

Rule 4-19, Sections 120-04-1901, 120-04—
1802.A. and B., 120-04-1905, 120-04—

1906, 1204-04-1909 through 120-04-1015,

Rule 4-20, Sections 120-04-2001, 120-0¢—
2002.A.-C. (definition of “production rate”’
only), 120-04-2004, 126-04—2005, 120—
04-2008 through 120-04-2014.

Rule 4-21, Sections 120-04-2101, 120-04~
2102.A. and B., 120-04-2105, 120-04—
2106, 120-84-2109 through 120-04-2115.

Rule 4-22 (except for sections 120-04—
2203, 120-04-2206 and 120-04-2207).

Rule 4-24 {except for sections 120-04-
2491.C,, 120-04-2407, and 120-04-2408).

Rule 4-25 ({except for sactiens 120-04—
2501.C., 126-04-2507, and 120-04-2508}.

Rule 4-26 (except for sections 120-04-
2601.C., 120-04-2607, 120-04-2608, and
120-04-2609.B.). _

Rule 4-27 (except for sections 120-04-
2701.C., 120-04-2707, 120-04-2708, and
120-04-2709.B.).

Rule 4-28 {except for sections 120-04-
2801.C., 120-04-2607, 120-04-2808, and
120-04-2809.B.).

Rule 4-29 (except for sectioas 120-04—
2901.C., 120-04-2907, 120-04-2908, and
120-04-2909.B.).

Rule 4-30 {except for sections 12004~
3001.C., 120-04-3007, 120-04-3008, and
120-04-3009.B.).

Rule 4-31. (except for sections 120-04-
3101.C, 120-04-3107, 120-40--3108, and
120-04-2609.B.).

Rule 4-32 {exvept for sections 12004~
3201.C., 120~04-3207, 120-04-3208, and
120-04-3209.B.).

Rule 4-33 {except for sections 120-04—
3301.C,, 120-04-3307, 120-04-3308, and
120-04-3309.B.).

Rule 4-34 {except for sections 120-04—
3401.C., 120-04-3407, 120-04-3408, and
120-04-3409.8.).

Rule 4-35 (except for sections 120-04—
3501.C., 120-04-3507, 120-04-3508, and

for sections 120-04- ,
3601.C., 120-04-3607, 120043608, and
120-04-3609.B.).

Rule 4-37 [except for sections 120-04—
3703.D.3.b., 120-04-3707, and 120-04-
3708).

Rule 4-39 (except for sections 120-04—3906
and 120-04-3507).

Rule 440, Sections 120-04—4001.A. and B.,
120-04—4002.A., B., C. (definitions of
“refuss” and “household refuse™ only).

Rule 441, Sections 120-04—4101, 126-04—
4102, 120-04—4103.C., 120-04-4104, and
120944105,

Deletion of Rule EX-8

Note: (1) AN sections within each rule
pertaining to control odors and noncriteria
pollutants are not part of the SIP.

(2) Emission standards for hydrogen
sulfide {sections 120-04-0406, 120-04—
1105), total reduced sulfur (section 120-04-

. 1304), and sulfuric acid mist (section 120~

04-2104) are currently not part of the SIP.
(3) Section 120-04-3703D.3.b. (former
section 4.56{e)(3){ii)) pertaining to monthly
threughput exsmptions for gasoline bulk
plants is not an approved part of the SIP.

(5) Part V Emission Standards for New
and Modified Sources

Sections 120-05-01 through 120-05-05
(except for section 120-05-02.H.).

Rule 5-1, Sections 120-05-0101, 12005~
0102.A., B., C. {definition of “‘opacity”
only), 120-05-0104 through 120-65-0107.

Rule S—4 [except for sections 120-05-0408
and 120-05-0409).

Note: All sections within each rule
pertaining to odors and noncriteria pollutants
are not part of the SIP.

(6) Part VII  Air Pollution Episodes

Sections 120-67-01, 126-07-02 {added).
Sections 120-07-03 through 120-07-07
(revised) {former Sections 7.01-7.05).

(7) Part VII  Permits for New and
Modified Sources

Sectiona 120-08-01.A., B. (except for
definitions of “allowable emissions,”
“potential to emit,” “secondary emissions,”
and “stationary source”), C. (except for
C.1.b), D. through G., and 1. through M.
{former section 2.33).

Section 120-08-03.A., B. (except for
definitions of “‘aliowable emissions,”
“building, structure, or facility,” *“net
emissions increase,” *‘potential to emit,”
“secondary emissions,” and “‘stationary
source”), C. through G. [except for F.1.), and
1. through P. (former section 8.02).

Note: Sections pertaining to sources of
hazardous pollutants {sections 120-08-
01C.1.b,, 120-08-01H.2,, 120-08-03C.1.b.,
and 120-08-03H.2) are not part of the SIP.

(8) Appendices

Ao D' F, 'cy ’. K. N, P (Rwised)
New E {Added)

B, H—No

0Old E—Deleted

(ii) Additional material.

(A) Remainder of February 15, 1985
State submittal.

(B) Letter with attachments from the
Virginia Stata Air Pollwtion Control
Board (VSAPCB) to U.S, EPA Region 1I3;
June 21, 1985.

(CJ Letter from VSAPCB to U.S. EPA
Region III; September 5, 1985.

) Latter with attachments VSAPCB
to U.S. EPA Region III; August 7, 1986.
L] L] - - *

3. Section 52.2423 is amended by
revising paragraph (f) to read as foiiows:
§52.2423 Approval statue.

* - - L] *

(f) Section 120-04-02.A.3. of the
Virginia Regulations for the Control and
Abatement of Air Pollution is not
considersd part of the applicable plan
because it contradicts a previously
approved section of the SIP.

£ J »~ - *
[FR Doc. 934161 Filed 2-24-93; 8:45 am]
BILLING CODE 8560-50-M

40 CFR Part 180
[PP 3F2765/R1182; FRL-4572-7]
AN 2070-AB78

Pesticide Tolerance for Pendimethalin

AGENCY: Envirenmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This document establishes a
tolerance for the combined residues of
the herbicide pendimethalin [N-(1-
ethylpropyl)-3,4-dimethyl-2,6-
dinitrobenzenamine) and its metabolite
4-{(1-ethylpropyl)amino}-2-methyl-3,5-
dinitrobenzyl alcohol in or on the raw
agricultural commodity sugarcane at 0.1
part per million (ppm). This regulation
was requested by the American
Cyanamid Co. and would establish the
maximum permissible residue of the
herbicide en sugarcane.

EFFECTIVE DATE: This regulation becomes
effective February 25, 1993,

ADDRESSES: Written objections,
identified by the documsnt control
number, [PP 3F2765/R1182], may be
submitted to: Hearing Clerk {(A-118},
Environmental Protection Agency, rm.
M3708, 401 M St., SW., Washington, DC
20460.

FOR FURTHER MFORMATION CONTACT: By
mail: Robert J. Taylor, Product Manager
(PM) 25, (H7505C), Registration
Division, Environmental Protection
Agency, 401 M St., SW,, Washington,
DC 20460. Office location and telephone
number: rm. 241, CM #2, 1921 Jeffsrson
Davis Highway, Arlington, VA 22202,

. (703)-305-6800.

SUPPLEMENTARY INFORMATION: In the
Federal Register of December 22, 1982
(47 FR 57128), EPA issued a notice :
which announced that the American
Cyeanamid Co., P.O. Box 400, Princeton
NJ 08540, had submitted pesticide
petition (PP) 3F2765 to EPA proposing
that under the Federal Food, Drug, and
Cosmetic Act (FFDCA), 21 U.S5.C. 3464,
40 CFR 180.361 be amended by
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establishing a regulation to permit
residues of the herbicide pendimethalin
(N-(1-ethylpropyl)-3,4-dimethyl-2,6-
dinitrobenzenamine) in or on the raw
agricultural commodity sugarcane at 0.1
ppm.

. There were no comments or requests
for referral to an advisory committee
received in response to the natice of
filing.

Subsequently, the petitioner amended
the petition and proposed to establish a
tolerance for the combined residues of
pendimethalin [N-(1-ethylpropyl)-3,4-
dimethyl-2,6-dinitrobenzenamine] and
its metabolite [4-([1-ethylpropyl}-
amino)-2-methyl-3,5-dinitrobenzyl
alcohol] in or on the raw agricultural
commodity sugarcane at 0.10 ppm.
Because this revision was a redefinition
of the proposal to be consistent with
other crop tolerances and did not
significantly alter the proposal, a period
of public comment is not necessary.

The data submitted in the petition
and other relevant material have been
evaluated. The toxicology data listed
below were considered in support of
this tolerance.

1. Several acute studies placing
technical-grade pendimethalin in
Toxicity Category III,

2. A subchronic feeding study with
rats fed dosages of 0, 5, 25, and 250
milligrams/kilogram/day (mg/kg/day)
with a no-observable-effect level (NOEL)
of 25 mg/kg/day based on decrease in
hematocrit and hemoglobin in males,
decreased body weight gain and food
consumption, and hypertrophy of the
liver accompanied by increased liver
weights at 250 mg/kg/day.

3. A chronic feeding in dogs fed
dosages of 1, 12.5, 50, and 200 mg/kg/
day with a NOEL of 12.5 mg/kg/day
based on an increase in serum alkaline
phosphatase and increased liver weight
and hepatic lesions at 50 mg/kg/day.

4. A chronic feeding/carcinogenicity
study in rats fed dosages of 0, 5, 25, and
50 mg/kg/day with a statistically
significant increased trend and pairwise
comparison between the high-dose
group and control for thyroid follicular
cell adenomas in male and female rats.
The systemic NOEL is 5 mg/kg/day
based on pigmentation of thyroid -
follicular cells fn males and females.

5. A carcinogenicity study in mice fed
dosages of 0, 12.3, 62.3, and 622.1 mg/
kg/day (males) and 0, 15.6, 783, and
806.9 mg/kg/day with no carcinogenic
effects observed under the conditions of
the study up to 622.1 mg/kg/day
(highest dose tested (HDT)).

6. A developmental toxicity study
with rats fed dosages of 0, 125, 250, and
500 mg/kg/day with a developmental

NOEL > 500 mg/kg/day (HDT) and a
maternal NOEL > 500 mg/kg/day (HDT).
7. A developmental toxicity study
with rabbits fed dosages of 0, .5, 30, and
60 mg/kg/day with a developmental
NOEL > 60 mg/kg/day (HDT).
8. A two-generation reproduction

study with rats fed dosages of 1, 25, 125,

and 250 mg/kg/day (males) and 0, 35,
175, and 350 mg/kg/day (females) with
a reproductive NOEL of 25 mg/kg/day
based on decrease in pup weight at 125
mg/kg/day. The parental NOEL is 25
mg/kg/day based on decrease in body
weight and food consumption at 125
mg/kg/day.

9. Mutagenicity data included assays
with Salmonella typhimurium (positive
in strains TA 1538 and TA 98 with
metabolic activation; an in vitro
cytogenetics-CHO assay (negative up to

25 ug/plate without metabolic activation

and 100 ug/mL with activation); and an
unscheduled DNA synthesis (negative
between 30 and 3,000 ug/well). A
micronucleus assay in mice was
negative at 625 and 1,250 mg/kg.

e Health Effects Division
Carcinogenicity Peer Review Committee
(PRC) evaluated the toxicology data for
carcinogenic potential. The PRC

classified pendimethalin as a Group C—

possible human carcinogen and
recommended that for the purpose of
characterization, the Reference Dose
(RfD) approach should be used for
quantification of human risk. This
decision was based on statistically
significant increased trend and pairwise
comparison between the high-dose
group and controls for thyroid follicular
cell adenomas in male and femalse rats.
This study was conducted using
adequate doses for the determination of
carcinogenic activity. Pendimethalin
induces gene mutations, but not

aberrations or DNA damage/repair based

on acceptable studies. Structurally-
related compounds showed evidence of
tumorigenic activity.

The PRC was requested to consider .
the possibility of using the threshold
model for thyroid neoplasms for
pendimethalin. While it was suggestive,
the evidence was not sufficient to
support hormonal mechanisms for
thyroid neoplasms.

ased on the NOEL of 12.5 mg/kg/day

(2-year dog feeding study ) and an
uncertainty factor of 300, the RfD
(reference dose) for pendimethalin is
calculated to be 0.04 mg/kg/day hody
weight/day (bwt). The theoretical

maximum residue contribution {TMRC)

is 0.000226 mg/kg/ bwt/day for existin
tolerances for the overall U.S. ‘
population. The current action will
increase the TMRC by 0.000038 mg/kg
bwt/day or 0.1 percent of the RfD. This

tolerance and previously established
tolerances utilize 0.7 percent of the RfD,
The subgroup most highly exposed,
children aged 1 through 6, has a TMRC
from published and proposed uses of
0.000568 mg/kg/ bwt/day or 1.4 percent
of the RfD, assuming that residue levels
are at the established tolerances and 100
percent of the crop is treated.

There are no desirable data lacking
and no pending regulations against the
continuing registration of this chemical.
The chronic dietary risk from this
chemical appears to be minimal,
particularly since none of the U.S.
population subgroups has an exposure
greater than 2 percent of the RiD.

The nature of the residues in plants
and animals is adequately understood,
and adequate analytical methodology
(GLC using a 5°Ni electron capture
detector) is available for enforcement
and has been published in the Pesticide
Analtyical Method (PAM), Method 1. No
secondary residues are expected to
occur in meat, milk, poultry, or eggs
from this use.

Based on the informtion submitted
above, the Agency has determined that
the establishment of the tolerance by
amending 40 CFR part 180 will protect
the public health. Therefore, the
tolerance is established as set forth
below. ,

Any person adversely affected by this
regulation may, within 30 days after
publication of this document in the
Federal Register, file written objections
with the Hearing Clerk, at the address
given above (40 CFR 178.20). The
objections submitted must specify the
provisions of the regulation deemed
objectionable and the grounds for the
objections (40 CFR 178.25). Each
objection must be accompanied by the
fee prescribed by 40 CFR 180.33(i). If a
hearing is requested, the objections
must include a statement of the factual
issue(s) on which a hearing is requested,
the requestor’s contentions on such
issues, and a summary of any evidence
relied upon by the objector (40 CFR
178.27). A request for a hearing will be
granted if the Administrator determines
that the material submitted shows the
following: There is a genuine and
substantial issue of fact; there is a
reasonable possibility that available
evidence identified by the requestor
would, if established, resolve one or
more of such issues in favor of the
requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issue(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

The Office of Management and Budget
has exempted this rule from the
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requirements of section 3 of Executive
Order 12291.

Pursuant to the requirements of the
Regulatory Flexibility Act (Pub. L. 96-
354, 94 Stat. 1164, 5 U.S.C, 601-612),
the Administrator has determined that
regulations establishing new tolerances
or raising tolerance levels or
establishing exemptions from tolerance
requirements do not have a significant
economic impact on a substantial
rumber of small entities. A certification
statement to this effect was published in
the Federal Register of May 4, 1981 (46
FR 24950).

List of Subjects in 40 CFR Part 180

Administrative practice and
procedurs, Agricultural commodities,
Pesticides and pests, Reporting and
recordkeeping requirements.

Dated: February 17, 1993,
Douglas D. Campt,
Director, Office of Pesticide Programs.
Therefore, 40 CFR part 180 is
amended as follows:

PART 180—AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 346a and 371.

2.In §180.361(a) in the table therein,
by adding and alphabetically inserting
the raw agriculturel commodity
sugarcane, to read as follows:

§180.361 Pendimethalin; tolerances for
residues.

(a] * * L
Parts
Commodity - ag
Sugarcane 0.1
* * * L] *

{FR Doc. 93-4393 Filed 2-24-93; 8:45 am)
BILLING CODE 6560-50-F

NATIONAL TRANSPORTATION
SAFETY BOARD

49 CFR Parts 821 and 826

Rules of Practice in Clvil Penalty
Proceedings

AGENCY: National Transportation Safety’
Board.

ACTION: Interim rules and request for
comment.

SUMMARY: The NTSB is adopting interim
rules to implement the FAA Civil

Penalty Administrative Assessment Act
of 1992, signad into law on August 26,
1992. This law transfers adjudication of
appeals of civil penalties assessed by
the Federal Aviation Administrator
against pilots, flight engineers,
mechanics, and repairmen from the
FAA to the NTSB. In light of the
immediate effactiveness of the law, the
NTSB is adopting interim rules without
notice and comment. Comments are
invited and will be considered in the
formulation of final rules.

DATES: The interim rules are effective on

.February 25, 1983, Comments are

invited by March 29, 1993. Reply
comments may be filed by April 21,
1993.

ADDRESSES: An originel and two copies
of any comments must be submitted to:
Office of General Counsel, National
Transportation Safety Board, 490
L’Enfant Plaza East, SW., Washington,
DC 20594, Attention: Civil Penalty
Rules. :

Comments may be inspacted at the
above address, Room 6333, from 8 a.m.
to 5 p.m. Monday through Friday.

FOR FURTHER INFORMATION CONTACT:
Daniel D. Campbell, General Counsel,
(202) 382-6540.

SUPPLEMENTARY INFORMATION: The NTSB
currently has rules, at 49 CFR part 821,
that govern practice and procedure in
certain air safety proceedings, including
proceedings in which the Administrator
of the Federal Aviation Administration
seeks to suspend or revoke various
certificates or privileges. Our rules
provide generally that, upon appeal
from an order of the Administrator, the
matter will be heard by an
administrative law judge, who will issue
an initial decision appealable to the
Board itself. Especially relevant to our
inquiry here, subpart B contains general
procedural rules, subpart D specifies
due dates for filing appeals from orders
of the Administrator, and subparts E, F

‘and G describe the functions of the law

judges, the conduct of hearings held by
them, and issuance of their decisions.
Subpart H explains the process of
appealing the law judge’s decision to
the Board.

Interim Rules .

Public Law No. 102-345 expands the
Board's jurisdiction to review actions of
the Administrator. Section
901(a)(3)(D)(ii) of the Federal Aviation
Act of 1958 (48 U.S.C. 1471(a)(3)) has
been amended to provide that any
person acting in the capacity of a pilot,
flight engineer, mechanic, or repairman
against whom an order assessing a civil
penalty is issned by the Administrator
under this paragraph may appeal the

order to the National Transportation
Safety Board, and the Board shall, after
notice and a hearing on the record in
accordance with saction 554 of title 5,
United States Code, affirm, modify, or
reverse the order of the Administrator.

Thus, in addition to our current
dockst of appeals involving suspension,
revocation, and medical qualification
matters, we now will also hear appeals
from the Administrator’s orders
imposing civil penalties against
individuals in the listed categories.

We believe that our current rules
require few immediate changes to
accommodate our new authority. The
existing appeal procedures already
include, as required by Public Law 102-
345, notice and a hearing on the record
pursuant to the Administrative
Procedure Act, 5 U.S.C. 554 et seq. The
changes below merely add information
to reflect the scope of our new
authority.! These interim rules should
permit processing of any civil penalty
cases instituted while the Board has
final rules under consideration.

Request for Comments

Interested parties should feel free to
offer comments as to any of the existing
part 821 rules that they believe require
modification to facilitate civil penalty
practice before the Board. Commentors
should be aware that it is the Board’s
intention to publish an additional notice
of proposed rule covering part 821
generally. The Board has received
numerous suggestions for improvement
of its Part 821 rules, and we believe it
will be beneficial to pursue generalized
“housekeeping” amendment of these
rules to add to their efficiency. In this
upcoming proceeding, all interested
persons will be asked for additional
suggested improvements to the basic

- rules.

The present docket should be used
only for submissions that pertain
specifically to the issue of new civil
penalty jurisdiction. One area in which
we specifically seek comment is the
applicability of the stale complaint rule,
§821.33, to the civil penalty docket. We
propose no changes to this rule.2 Thus,

! We do not believe that all relevant provisions of
P.L. No. 102-343 (such as the section restricting
civil penalties to $50,000) need be reproduced in
rulas, and we do not propose w0 'do 50.

2Tho new Act imposes a statute of limitations of
2 years from the date the violation occurred for civil
penalties not appeaiable to the NTSB. The NTSB
stale complaint rule bars some violations where 8
months or more has olapsed between the date of the
violation and the Admvinistrater's notice to
respondent of reasons for a osed action. We are
unaware of any logisiative history to suggest that
the new statutory provision was intended to affect
the Board's ability to apply its long-standing stale
complaint rule in civil penelty cases.
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unless comments convince us
otherwise, it will continue to af)ply not
only to suspensions but to civi
penalties as well. The Board is also
particularly interested in hearing any
comments or proposals relating to the
new codification of rules of deference
and the provisions of Public Law No.
102-345 that pertain to the modification
of proposed sanctions.

ublic Law 102-345 amended
existing statutory authorities of the
Board to indicate that the Board, while
not bound by any findings of fact made
by the Administrator, is bound by all
validly adopted interpretations of laws
and regulations administered by FAA
and, with respect to the choice of
sanctions, by such written FAA policy
guidance as is available to the public.
This deference is to be accorded FAA
unless the Administrator’s
interpretations are found to be arbitrary,
capricious, or otherwise not in
accordance with the law. The new law
also indicates that the Board may,
consistent with the foregoing, modify
the type of sanction imposed by the
Administrator. For example, the law
indicates that the Board may, in an
appropriate case, change a civil penalty
to a suspension or it may change a
suspension to a civil penalty. From the
standpoint of current practice, the
foregoing provisions regarding
deference do not appear to require great
departure from current practice.? On the
other hand, the new provision regarding
the modification of sanction clearly
results in some tension with existing
practice.*

The Board does not now propose any
specific amendment to its rules to
accommodate these new deference and
sanction provisions. Indeed it may be
that no rules are required, as the
statutory authority is largely self-
executing. Furthermore, it will be
difficult to anticipate the types of
questions that may arise under these
provisions, and it may prove equally
difficult to specify by general rule an
answer that will actually be dispositive

3 The Board has traditionally given great
deference to the Administrator’s interpretation of
FAA rules, where that interpretation was free of the
types of defect now specified by statute. See, 6.4.,
Administrator v. Miller, NTSB Order No. EA-3581
(1992).

4Tt has been the traditional practice of the Board
to defer to the Administrator’s choice of sanction
except where clear and compelling reasons indicate
that a reduced sanction is warranted. See
Administrator v. Muzquiz, 2 NTSB 1474 (1975). It
is also true as a practical fact, if perhaps not
explicitly stated as doctrine, that the Board does not
increase sanction over that sought by the
Administrator. While the inclusion of in the Board's
traditional policies, the parameters of policy
change, if any, are not easily established by statute
or reference to its legislative history.

of the many questions that could arise.
Nevertheless, some of the areas of
concern are obvious. Among these are
questions such as the meaning of
“validly adopted” in the context of
interpretations proffered by FAA; the
scope of authorities which may be
deemed to be *‘written agency policy
guidance’ to which deference should be
given in sanction determinations; and
the circumstances in which the Board
may or should consider the
modification of sanction as between
civil penalties on the one hand and
suspensions or revocations on the other.
The Board believes that it will be useful
to receive public comment on issues
such as these, even if it should prove
impossible to construct specific rules of
procedure from the comments made.

Regulatory Matters

Because the legislation is already
effective, we are adopting necessary
implementing amendments on an
interim basis, pending receipt and
consideration of comments. We intend
to issue final rules as soon as possible
thereafter.

As required by the Regulatory
Flexibility Act, we certify that the
amended rules will not have a
substantial impact on a significant
number of small entities. The rules are
not major rules for the purposes of
Executive Order 12291. We also
conclude that this action will not
significantly affect either the quality of
the human environment or the
conservation of energy resources, nor
will this action impose any information
collection requirements requiring
approval under the Paperwork
Reduction Act.

List of Subjects

49 CFR Part 821

Administrative practice and
procedure, Airmen, Aviation safety.

49 CFR Part 826

Claims, Equal access to justice,
Lawyers.

Accordingly, 49 CFR parts 821 and
826 are amended as set forth below.

PART 821—RULES OF PRACTICE IN
AIR SAFETY PROCEEDINGS

1. The authority citation for part 821
is revised to read as follows:

Authority: Title VI, Federal Aviation Act of
1958, as amended (49 U.S.C. App. 1421 et
se({;); Independent Safety Board Act of 1974,
Pub. L. 93-633, 88 Stat. 2166 (49 U.S.C. App.
1901, et seq.), and FAA Civil Penalty
Administrative Assessment Act of 1992,
Pub.L. 102-345 (49 U.S.C. App. 1471), unless
otherwise noted.

2. Section 821.1 is amended to add

the following definitions:
§821.1 Definitions.
L] » L] » L]

Flight engineer means a person who
holds a flight engineer certificate issued
under part 63 of title 14 of the Code of
Federal Regulations.

" L] L *

Mechanic means a person who holds
a mechanic certificate issued under part
65 of title 14 of the Code of Federal
Regulations.

Order means the document
(sometimes also called a complaint) in
which the Administrator seeks to
impose a civil penalty or amend,

modify, suspend or revoke a certificate.
» » » L] L]

Pilot means a person who holds a
pilot certificate issued under part 61 of
title 14 of the Code of Federal
Regulations.

Repairman means a person who holds
a repairman certificate issued under part
65 of Title 14 of the Code of Federal
Regulations,

* ~ ] » -

3. Section 821.1 is also amended by
revising the two definitions below as
follows:

§821.1 Definitions.

Complaint means an order of the
Administrator from which an appeal to
the Board has been taken pursuant to
sections 501(e)(2), 609, 611{c), or 901 of
the Act.

» L L] - L ]

Respondent means the holder of a
certificate who has appealed to the
Board from an order of the
Administrator imposing a civil penalty
or amending, modifying, suspending, or
revoking a certificate.

» » » L ] *

4. Section 821.2 is revised to read as

follows:

§821.2 Applicability and description of
part.

The provisions of this part govern all
air safety proceedings, including
proceedings involving airman medical
certification, before a law judge on
petition for review of the denial of any
airman certificate or on an appeal from
any order of the Administrator
amending, modifying, suspending or
revoking any certificate. The provisions
of this part also govern all proceedings
on appeal from an order of the
Administrator imposing a civil penalty
on a flight engineer, mechanic, pilot, or
repairman, where the underlying
violation occurred on or after August 26,
1992, and all proceedings on appeal to
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the Board from any order or decision of
a law judge.

5. Sectxon 821.30 s rev1sed to read as
follows:

§821.30 Initiation of proceedings.

(a) Appeal. A certificate holder may
file with the Board an appeal from any
order of the Administrator amending,
modifying, suspending or revoking a
certificate. A flight engineer, mechanic,
pilot, or repairman may file with the
Board an appeal from any order of the
Administrator imposing a civil penalty.
Such appeals shall be filed with the
Board within 20 days from the time of
service of the order, along with proof of
service on the Administrator.

{b) Contents. Each appeal shall
contain a concise but complete
statement of the facts relied on and the
relief sought. It shall identify the
Administrator’s order and any
certificate affected and shall recite the
Administrator’s action from which the

‘appeal is sought. It shall also contain
proof of service on the Administrator.

(c) Effect of timely appeal with the
Board. Timely filing with the Board of
an appeal from an order of the
Administrator shall postpone the
effective date of the order until final
disposition of the appeal by the law
judge or the Board, except in emergency
proceedings.

6. Section 821.64 is revised to read as
follows:

§821.64 Judicial review.

Judicial review of a final order of the
Board may be sought as provided in
section 1006 of the Act (49 U.S.C. App.
1486) and section 304(d) of the

" Independent Safety Board Act of 1974
(49 U.S.C. 1903(d)) by the filing of a
petition for review within 60 days of the
date the Board Order is served, subject
to the restrictions contained in section
609(a) of the Act, and new
§901(a)(3)(D)(v) enacted in the FAA
Civil Penalty Administrative
Assessment Act of 1992. :

7. The authority citation for part 826
continues to read as follows: .

Authority: Section 203(a)(1) Pub. L. 98-80,
99 Stat. 186 (5 U.S.C. 504).

‘8. Section 826.2 is revised to read as
follows:

§826.2 When the Act applies.

The Act applies to any adversary .
adjudication identified in §826.3 as
covered under the Act.

9. Section 826.3(a) is rewsed to read
as follows: -

§626.3 .Proceedings eovéred .
(a) The-Act-applies to certain-.
adversary adjudications conducted by

the Board. These adjudications under 5
U.S.C. 554 in which the position of the
FAA is presented by an attorney or

_ other representative who enters an

appearance and participates in the

_proceedings. Proceedings to grant or

renew certificates or documents,
hereafter referred to as ‘“'licenses,” are
excluded, but proceedings to modify,
suspend, or revoke “licenses,” are
excluded, but proceedings to modify,
suspend, or revoke licenses or to impose
a civil penalty-on a ﬂlght engineer,
mechanic, pilot, or repairman are
covered if they are otherwise “‘adversary
adjudications.” For the Board, the type
of proceeding covered includes (but
may not be limited to) aviation
enforcement cases appealed to the
Board under sections 501, 602, 609, 611
and 901 of the Federal Aviation Act (49
U.S.C. App. 1401(e), 1422, 1429, 1431,

- 1471).

- " L] L] *

Issued in Washington, DC, on this 19th day
of February 1993.

- Carl W. Vogt,

Chaitmgn. :
{FR Doc. 93-4309 Filed 2-24-03; 8:45 am]
BILLING CODE 7533-01-M

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric

~ Administration (NOAA)

50 CFR Part 625
[Docket No. 920543-2293]
RIN 0648-AE21

Summer Flounder Fishery; Correction

AGENCY: National Marine Fisheries
Service (NMFS), NOAA, Commerce.

ACTION: Final rule; corrections.

SUMMARY: This document corrects errors
in the final rule implementing -
Amendment 2 to the Fishery
Management Plan for the Summer
Flounder Fishery, which was published
December 4, 1992 (57 FR 57358).
EFFECTIVE DATE: December 4, 1992,

FOR FURTHER INFORMATION CONTACT:
Kathi L. Rodrigues, Resource Policy
Analyst, (508) 281-9324.

SUPPLEMENTARY INFORMATION:
Correction

In final rule document 92-29290,
beginning on page 57358, in the issue of
Friday, December 4, 1992, make the
following corrections:

1. On page 57358, in the EFFECTIVE .

DATES section, in the second column, in
the 31st line of text from the bottom of .

the page, “'635.26" is corrected to read
*'625.268"".

§625.4 [Corrected]

2. On page 57370, in the regulatory
text, in the first column, in
§ 625.4(b)(1)(ii), in the 17th line from
the bottom of the page, “Octaber 15,
1992" is corrected to read “November
30, 1992,

§625.5 [Corrected]

3. On page 57371, in the regulatory
text, in the second column, in
§625.5(b)(1), in the 23rd line of text
from the top of the page, “application”
is corrected to read “‘applicant’’.

§625.27 [Corrected]
4. On page 57376, in the regulatory

text, in the second column, in

§625.27(e)(2), in the sixth line of text

from the top of the page, “agencies” is

corrected to read “‘species”. - -
Dated: February 18, 1993.

Samuel W. McKeen,

Program Management Officer, National
Marine Fisheries Service.

[FR Doc. 93-4182 Filed 2-24-93; 8:45 am])
BILLING CODE 3510-22-M

50 CFR Part 675
[Docket No. 921185-3021]

Groundfish of the Bering Sea and
Aleutian Islands Area

AGENCY: National Marine Fisheries
Service (NMFS), NOAA, Commerce.
ACTION: Closure.

SUMMARY: NMFS is closing the directed
fishery for pollock by the offshore’
component in the Bering Sea subarea
{BS) of the Bering Sea and Aleutian. °
Islands management area (BSAI). This
action is necessary to prevent exceeding
the first allowance of the pollock total
allowable catch (TAC) for the offshore
component in the BS.

EFFECTIVE DATES: Effective 12 noon,
Alaska local time (A.L.t.), February 22,
1993, until the second allowance of
pollock total allowable catch becomes .
available.

FOR FURTHER INFORMATION CONTACT:
Andrew N. Smoker, Resource
Management Specialist, Fisheries
Management Division, NMFS, 907-586-
7228.

SUPPLEMENTARY INFORMATION: The
groundfish_ fishery in the BSAI exclusive
economic zone is managed by the .
Secretary of Commerce according to the
Fishery Management Plan for the
Groundfish Fishery of the BSAI (FMP).
prepared by the North Pacific Fishery -
Management Council under authority of
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the Magnuson Fishery Conservation hnd  in the BS soon will be reached.

Management Act. Fishing by U.S. - Therefore, the Regional Director hes
vessels is governed by regulations established a directed fishing allowance
implementing the FMP at 50 CFR parts  of 309,621 mt, with consideration that
620 and 675. " 13,591 mt will be taken as incidental

In accordance with §675.20(d)(2), the  catch in directed fishing for other
first allowance of pO“DCk TAC for the species in the BS. Consequanﬂy’ NMFS

offshore component in the BS was is prohibiting directed fishing for
established by tha final notice of polflock by &ge offshore compgommt in
groundfish specifications (February 17, {14 BS, effective from 12 noon A Lt.,
. 1993i 58)FR 8703) as 323,212 metric February 22, 1993, until the second

tons (mt). _

The Director of the Alaska Region, gtﬁ%&iﬁ?};ﬁ}ﬁrl allowable
NMFS (Regional Director), has ) ‘ :
determined, in accordance with Directed fishing standards for

§675.20(a)(8), that the first allowance of 8Pplicable gear types may be found in
pollock TAC for the offshors component  the regulations at § 675.20(h).

Classification

This action is taken under 50 CFR -
675.21 and complies with E.O. 12291.

List of Subjects in 50 CFR Part 675

Fisheries, Reporting and
recordkeeping requirements.
Authority: 16 U.S.C, 1801 et seq.
Dated: February 19, 1993.
David S. Crestin,

Acting Director, Office of Fisheries
Conservation and Management, National
Marine Figheries Service.

[FR Doc. 834446 Filed 2-22-93; 4:19 pm}
BALING CODE 3510-22-M
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contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules. -

DEPARTMENT OF AGRICULTURE

Anima! and Plant Health Inspection
Service

7 CFR Parts 300 and 319
[Docket No. 92-070-1)
Importation of Fruits and Vegetables

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Proposed rule.

SUMMARY: We are proposing to allow a
number of previously prohibited fruits
and vegetables to be imported into the
United States from certain parts of the
world. Some of the fruits and vegetables
would be required to undergo
mandatory treatment for fruit flies or
other injurious insects as a condition of
entry, or to meet other special
conditions. In addition, all of the fruits .
and vegetables, as a condition of entry,
would be subject to inspection,
disinfection, or both, at the port of first
arrival as may be required by a U.S.
Department of Agriculture inspector.
This proposed action would provide the
United States with additional kinds and
sources of fruits and vegetables while
continuing to provide protection against
the introduction and dissemination of
injurious plant pests by imported fruits
and vegetables.

DATES: Consideration will be given only
to comments received on or before April
12, 1993.

ADDRESSES: Please send an original and
three copies of your comments to Chief,

Regulatory Analysis and Development,
PPD, APHIS, USDA, room 804, Federal
Building, 6505 Belcrest Road,
Hyattsville, MD 20782. Please state that
your comments refer to Docket No, 92—
070-1. Comments received may be
inspected at USDA, room 1141, South
Building, 14th Street and Indepondence
Avenue SW., Washington, DC, between
8 a.m. and 4:30 p.m., Monday through
Friday, except holidays. Persons
wishing to inspect comments are
encouraged to call ahead (202-690—
2817) to facilitate entry into the
comment reading room.

FOR FURTHER INFORMATION CONTACT:

Mr. Frank E. Cooper, Senior Operations
Officer, Port Operations, PPQ, APHIS,
USDA, room 635, Federal Building,
6505 Belcrest Road, Hyattsville, MD
20782, (301) 436-8295.

SUPPLEMENTARY INFORMATION:
Background

The regulations in 7 CFR 319.56 et
seq. (referred to below as the
regulations) prohibit or restrict the
importation of fruits and vegetables into
the United States from certain parts of
the world to prevent the introduction
and dissemination of injurious insects’
that are new to or not widely distributed
within and throughout the United
States.

In a final rule published in the
Federal Register on November 19, 1992
(57 FR 54485-54492, Docket No. 88~
143-2}, we revised the regulations to
allow a number of previously prohibited
fruits and vegetables to be imported into
the United States from certain parts of
the world. That final rule also revised
the regulations to allow seven fruits and
vegetables to enter the United States
from certain parts of the world under
less restrictive conditions.

We are now proposing to amend the
regulations by allowing additional fruits
and vegetables to be imported into the

United States from certain parts of the
world. The importation of these fruits
and vegetables has been prohibited
because of the risk that the fruits and
vegetables could introduce injurious
insects into the United States. We are
proposing to allow these importations at
the request of various importers and
foreign ministries of agriculture, and
tfter conducting pest risk analyses? that
indicate the fruits or vegetables can be
imported under certain conditions
without significant pest risk.

All of the fruits and vegetables
included in this document would be
subject to the requirements in § 319.56—
6 of the regulations. Section 319.56-6
provides, among other things, that all
imported fruits and vegetables, as a
condition of entry, shall be subject to
inspection, disinfection, or both, at the
port of first arrival as may be required
by a U.S. Department of Agriculture
(USDA) inspector to detect and
eliminate plant pests. Section 319.56—6
also provides that any shipment of fruits
and vegetables may be refused entry if
the shipment is infested with fruit flies
or other dangerous plant pests and an
inspector determines that it cannot be
cleaned by disinfection or treatment.

Some of the fruits and vegetables
proposed for importation would be
required to undergo mandatory
treatment for fruit flies or other insect
pests as a condition of entry, or to meet
other special conditions.

The proposed conditions of entry,
which are discussed in greater detail
below, appear adequate to prevent the
introduction and dissemination of
injurious plant pests by the importation
of fruits and vegetables from foreign
countries and localities.

1 Information on these pest risk assessments and
any other pest risk assessment referred to in this
document may be obtained by writing to the person
listed under ““FOR FURTHER INFORMATION CONTACT.”

Subject to Inspection and Treatment Upon Arrival

We would allow the following fruits and vegetables to be imported into the United States in accordance with
§319.56-6 and all other applicable requirements of the regulations:

Country and common name Botanical name Plant part(s)
Belize: Banana Musa spp Flower in bracts with stems.
Bermuda: ~
Mandarin orange Chrus reticuiata Fruit.
Papaya Carica papaya Fruit.
Peach Prunus persica Fruit.
Pineapple guava Feijoa spp Fruit.

PR RS L
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Country and commorn name Botanical name Plant pari(s)
Cook Islands:
Carambola Averrhoa carambola Frult.
Lemongrass Cymbapogon spp Leat.
Tossa jute Corchorus oilorius Leat.
Costa Rica: Yam bean Pachyrhizus tuberosus of P. erosus Root.
Jamalca: Fenugreek Trigoneka foenum-graecum Leal, stem, root.
Panama: Fenugreek Trigonela foenum-grascum Leaf, stem.
St. Vincent and the Grenadines: Tummeric Curcuma longs Rhizome.
South Korea:
Astor greens Aster scaber Leal, siem.
Cucurbits Cucurbitacese Fruit,
. Youngia greens . Youngia sonchifola - Leaf, stem, root
Taiwan: Burdock Arctium lappa Root.
Tonga: Pumpkin Cucwrbita maxime Fruit.
Zambia: Pea, snow Pisum satvum spp. sathum Flet immature pod.

Pest risk analyses conducted by the
Animal and Plant Health Ingpection
Service {APHIS) have shown that these
fruits and vegetables are not attacked by
fruit flies or other injurious plant pests
in the countries and localities listed,
either because they are not hosts to the
pests or because the pests are not
present in the country of origin. In
addition, we have determined that an
other injurious plant pests that might{e
carried by the fruits or vegetables would
be readily detectable by a USDA
inspector. Therefors, the provisions in
§ 319.56-6 concerning inspection,
disinfection, or both, upon arrival
appear adeguate to prevent the
introduction of injurious plant pests-by
the importation of these fruits and
vegetables.

‘Subject to Inspection and Treatment
- Upon Arrival; Additional Conditions

In addition to the fruits and
‘vegetables mentioned above, we are also
proposing to allow strawberries
(Fragaria spp.) and dasheen (Colocasia
spp., Alocasia spp., and Xanthosoma
spp.) from Soutg Korea and ginger
-(Zingiber officinale) from the Cook
Islands to be imported into the United
States. These commodities, like the
fruits and vegetables mentioned above,
would be imported into the United
States in accordance with § 319.56-6
and all other applicable requirements of
the regulations. However, in order to
- prevent the spread of certain injurious
plant pests, we are attaching additional
conditions to their propose
importation. These additional
<

conditions, which are explained below,
appear to be adequate to prevent the
introduction and dissemination of
injurious plant pests.

We are proposing te allow
strawberries from South Korea to be
imported into the United States from
September 15 to May 31, inclusive.
Although several exotic pests, including
a thrips (Haplothrips chinensis) and a
leafroller (Capua tortrix}, are known to
attack strawberries grown in South
Korea, the pests of concern do not attack
strawberries between the end of August
and early June. The strawberries would,
therefore, pose no significant risk of
carrying injurious plant pests into the
United States if they were imported
from September 15 to May 31, inclusive.

We are proposing to allow ginger
grown in the Cook Islands to%)e
imported into all parts of the United
States except Puerto Rico, the Virgin
Islands, and Guam. Ginger grown in the
Cook Islands s reported to be a host of
the ginger weevil (Elytroteinus
subtruncatus), a pest found in tropical
areas of the world. We would allow
ginger from the Cook Islands to be
imported into the continental United
States because the ginger weevil can be
detected through a visual inspection,
and because the more temperate climate
of the centinental United States makes
it unlikely that the pest could become
established here. We would allow ginger
from the Cook Islands to be imported
into Hawati because the ginger weevil is
already established there and is
considered to be only a minor pest. The

_ ginger weevil has, however, been

reported to be a major pest in other
tropical areas. Therefore, we would
continue to prohibit the importation of
ginger from the Cook Islands into Puerto
Rico, the Virgin Islands, and Guam to
prevent the ginger weevil becoming
established in those places.

We are proposing to allow dasheen
grown in South Korea to be imported
into all parts of the United States except
Guam. Dasheen grown in South Korea is
known to be a host of dasheen mosaic
virus, which occurs in all parts of the
United States except Guam. In order to
prevent dasheen mosaic virus becoming

.established there, we would continue to

prohibit the importation into Guam of
dasheen grown in South Korea.

Treatment Required

The fruits and vegetables listed below
are attacked by the Mediterranean fruit
fly or other injurious insects, as
specified below, in their country of
origin. Visual inspection cannot be
relied upon to detect these insects, but
the fruits and vegetables can be treated
to destroy the insects. Therefore, we
propose to allow these fruits and

-vegetables to be imported into the

United States, or specified parts of the
United States, only if they have been
treated in accordance with the Plant
Protection and Quarantine (PPQ)
Treatment Manual, which has been
incorporated by reference into the Code
of Federal Regulations in 7 CFR part
300. We would revise the PPQ
Treatment Manual to show that
treatments are required as follows for
the fruits and vegetables listed below:

Country

Common name

Botanical name Plant part(s)

Guyana

Apple
Cold treatment as folows for Maediterranean tnit fy and inuit fies of the genus Anastrepha:

11 days at 0 °C (32 °F) or below

13 deys at 0.55 °C (33 °F) of below
15 days at 1.11 °C (34 °F) or below
17 days at 1.66 °C (35 °F) or below

(Pulp of the-frull must be at or below the indicated temperature al tma of beginning treatment.)

Mahms domestica Fruit,
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County.

Common neme

_ Botanical name Plant pert(s)

Israel

Litchi

Litchi chinensls Frul.

(Precaution: A sample of fruits shouid be axposad to the reaiment to detemnine fruit tolerance -
before commercial shipments. are attempled.)
Cold treatment as follows for Meditarransan frult fty:
10 days at 0 °C (32 °F) or below
11 days at 0.55 *°C (33 °F} or below
12 days at 1.11 °C (34 °F) or below
14 days at 1.68 °C (35 *F) or below
16 days at 2.22 °C (38 °F) or below

{Puip of the fruit must be at or below the indicaled temperature at time of beginning reatment.)

Grape
Fumigation as foliows for Mediterranean frult Ry and grape vine moth (Lobes/a botrana):

With methyl bromide st NAP—chamber or tarpauiin:
@W’&MOOOH’)brs'hhwmalm%(‘{:‘F)orabove,mmgaaeomntmm

209 (0z) at ¥a hour sfier

begins

fumigation
22g (0z) at 2 or 2V hours afer fumigation begins

21g (0z) at 3% hours after

Frat,

tion begins
32 gim? (2 1000 1) for 4 hours at 18-20.5 °C (65-69 *F), with minknum gas concentrations

269 (oz) at Y& hour after

migation begine
22g (0z) a1 2 or 2% hours after fumigation begins
19g (0z) at 4 hours after fumigation begns
{Fruit must be ot the indicated temparature at start of fumigation.}

Zimbabwe

Apple ;
Cold treatment for Mediterranean frult fty and Natal fly as set forth above for litchi from Israel.
Kk
Cold treatment for Mediterranean frult fly and Natsl fty as set forth-gbove for ichi from lsrael.
Pear

Malus domestica Frat,

Actinidia delicioss Frult. -

Frult,

Cold treatment for Medlterranean truft fly and Natal fly as ses forth abovae for litchi from Israel.

The treatments described above have

Jbeen determined to be effective against
the specified tnsects. This
determination is based on research
evaluated and approved by the
Department. A bibliography and
additional information on this

may be obtained fraom the Hoboken
Methods Development Center, PPQ,
APHIS, USDA, 209 River Street,
Hobaken, NJ, 07030. .

Fruits and vegetables required to be
treated for fruit flies would be restricted
to North Atlantic ports of arrival if
treatment has not been completed before
the fruits and vegetables arrive in the
United States. Climatic conditions at
North Atlantic ports are unsuitable for
the fruit flies listed above. Therefore, in
the unlikely évent that any fruit flies
escape before treatment, they will not
become established pests in the United
States. Nerth Atlantic ports are: Atlantic
Ocean ports north of and including
Baltimore; ports on the Great Lakes and
St. Lawrence Seaway; Canadian border
ports on the North Dakota border and
east of North Dakote; and, for air
shipments, Washington, DC (including
Baltimore-Washington International and
Dulles International airports).

Pest risk analyses conducted by
APHIS have determined that any other
injurious plant pests that might be
carried by the fruits and vegetables

listed above would be readily detectable .

by a USDA inspector. As noted, the
fruits and vegetables would be subject to
inspection, disinfection, or both, at the
port of first arrival; in sccordance with .
§319.56-6. '

Misceilaneous

In addition to the changes set forth
above, we are proposing to make four
changes for the sake of clarity. First, we
would revise § 319.56a, paragraph (a)(7),
so that the items listed in the paragraph
will be in alphabetical order, as are the
ftems in the other paragraphs of this

. section. Second, we would correct a

reference in § 319.56a(a}(12) by
removing the words *‘this section” and
res))lacing them with the words “this
subpart.” Third, we would remove a
reference in § 319.56—2(a) to a paragraph
designation for a definition in § 319.56—
1. The definitions in § 319.56~1 no
longer have paragraph designations, but
are arranged in alphabetical order.
Fourth, we would amend the list of
commodities in § 319.56—2t by removing
the word “Korea” and replacing it with
the words “South Korea” to avoid any
potential confusian,

Executive Order 12291 and Regulatory
Flexibility Act

We are issuing this proposed rule in
conformance with Executive Order
12291, and we have determined that it
is not a "‘major rule.” Based on :
information compiled by the
Department, we have determined that
this rule would have an effect on the

- economy of less than $100 million;

would not cause e mejor increase in
costs or prices for consumers,
individual industries, Federal, State, or
local government agencies, or
geographic regions; and would not
causse a significant adverse effect on
competition, employment, investment,

productivity, innovation, or on the
ability of United States-based
enterprises to compete with foreign-
based enterprises in domestic or expert
markets.

This proposed rule would amend the
regulations governing the importation of
fruits and vegetables by ellowing a
number of previously prohibited frufts
and vegetables to be imported into the
Unite